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(Text with EEA relevance)

THE EUROPEAN COMMISSION,
Having regard to the Treaty on the Functioninghef European Union,

Having regard to Regulation (EC) No 1907/2006 of O&cember 2006 of the European
Parliament and of the Council concerning the Regfisin, Evaluation, Authorisation and
Restriction of Chemicals (REACH), establishing adpean Chemicals Agency, amending
Directive 1999/45/EC and repealing Council RegolatfEEC) No 793/93 and Commission
Regulation (EC) No 1488/94 as well as Council Oikec 76/769/EEC and Commission
Directives 91/155/EEC, 93/67/EEC, 93/105/EC and0ZDOEC, and in particular Article
131 thereof,

Whereas:

(1) Regulation (EC) No 1907/2006 provides that subs&snwhich are persistent,
bioaccumulative and toxic (PBT) as well as substanghich are very persistent and
very bioaccumulative (vPvB) in accordance with trgeria set out in Annex Xl
may be included in Annex XIV in accordance with frecedure laid down in Article
58. Furthermore, Regulation (EC) No 1907/2006 distads registration obligations of
Union manufacturers or importers of substances hair town, in preparations or
articles, where, as part of the chemical safetgssaent in accordance with Annex I,
registrants have to do a PBT and vPvB assessmenpriing, as a first step, a
comparison with the criteria in Annex XIII of thRegulation.

(2)  Article 138(5) of Regulation No 1907/2006 requitke Commission to review Annex
XIll by 1 December 2008, in order to assess theqaadey of the criteria for
identifying substances which are PBT or vPvB, wihview to proposing an
amendment to it, if appropriate.

3) Experience at international level shows that sulzets with characteristics rendering
them persistent, liable to bioaccumulate and taxicjery persistent and very liable to
bioaccumulate, present a very high concern. For thason, the Commission has
taken existing experience in the identificationttidse substances into account in the
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review of Annex XlII with a view to ensuring a hidéavel of protection for human
health and the environment.

(4) The review carried out by the Commission pursuaniiticle 138(5) of Regulation
No 1907/2006 has revealed that there is a needmend Annex Xl of that
Regulation.

(5) Experience shows that, for the adequate identifinadbf PBT and vPvB substances,
all relevant information should be used in an iraéed manner and applying a weight-
of-evidence approach by comparing the informatmithe criteria set out in Section 1
of Annex XIII.

(6) A weight-of-evidence determination is particulaniglevant in cases where the
application of the criteria set out in Section 1 Afnex XllI to the available
information is not straightforward.

(7)  Accordingly, for the PBT and vPvB assessment ofilast&nce in the framework of
registration, registrants should consider all thiormation that is contained in the
technical dossier.

(8) In cases where the information in the technicals@wscontains, for one or more
endpoints, only limited information as requiredAinnexes VIl and VIII of Regulation
(EC) No 1907/2006, the available data may not abloweach a definitive conclusion
on the PBT or vPVvB properties. In such cases,dlevant information available in the
technical dossier should be used for screenin f&, or T properties.

(9) In order to avoid unnecessary studies, only in cageere the screening indicates a
possible P, B, or T property, or a vP or vB propethe registrant should develop
additional information to conclude its PBT and vPagsessment, unless the registrant
implements or recommends sufficient risk managenraetisures or operational
conditions. For the same reason, registrants shaold be required to develop
additional information if there is no indication tie P or B properties from the
screening.

(10) Since substances can have one or more constitweht$BT or vPvB properties, or
can transform or degrade into products with sudperties, the identification should
also take account of the PBT/VPvB-properties ohstanstituents and transformation
and/or degradation products.

(11) Regulation (EC) No 1907/2006 should therefore beraded accordingly.

(12) The measures provided for in this Regulation ar@crordance with the opinion of the
Committee established under Article 133 of Regata{EC) No 1907/2006,

HAS ADOPTED THIS REGULATION:

Article 1

Annex XIlII to Regulation (EC) No 1907/2006 is repd by the Annex to this Regulation.
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Article 2

1. Registrations of substances under Regulation) (E€ 1907/2006 that are not in
accordance with the Annex to this Regulation shallupdated in order to comply with this
Regulation no later than [2 years after date ofyemito force]. Article 22(5) of Regulation
(EC) No 1907/2006 shall not apply to those updates.

2. Registrations pursuant to Articles 6, 7, 11, 18, or 19 of Regulation (EC) No
1907/2006 and updates pursuant to Article 22 of fRegulation may be submitted in
accordance with the Annex to this Regulation asftbe date referred to in Article 3(1).

Article 3

1. This Regulation shall enter into force on thiedtllay following that of its publication
in theOfficial Journal of the European Union.

2. It shall apply from [2 years after the date wfirg into force].

This Regulation shall be binding in its entiretyatirectly applicable in all Member States.

Done at Brussels,

For the Commission
The President



ANNEX
ANNEX XIII

CRITERIA FOR THE IDENTIFICATION OF PERSISTENT, BIOA CCUMULATIVE
AND TOXIC SUBSTANCES, AND VERY PERSISTENT AND VERY
BIOACCUMULATIVE SUBSTANCES

This Annex lays down the criteria for the ident@fion of persistent, bioaccumulative and
toxic substances (PBT substances), and very pamsiahd very bioaccumulative substances
(vPvB substances) as well as the information thastnibe considered for the purpose of
assessing the P, B, and T properties of a substance

For the identification of PBT substances and vPubstances a weight-of-evidence
determination using expert judgement shall be agpliby comparing all relevant and
available information listed in Section 3.2 witrethriteria set out in section 1. Where the
criteria set out in section 1 cannot be applieedly to the available information, a weight-
of-evidence determination using expert judgemealtl stiso be applied.

A weight-of-evidence determination means that athilable information bearing on the
identification of a PBT or a vPvB substance is ade®d together, such as the results of
monitoring and modelling, suitable in vitro testslevant animal data, information from the
application of the category approach (grouping,dfaeross), (Q)SAR results, human
experience such as occupational data and datadommdent databases, epidemiological and
clinical studies and well documented case reportd abservations. The quality and
consistency of the data shall be given appropraght. Both positive and negative results
shall be assembled together in a single weightvwfemce determination.

The information used for the purposes of assesswietite PBT/vPvB properties shall be
based on data collected under relevant conditions.

The identification shall also take account of theelrR/PvB-properties of relevant constituents
of a substance and any transformation and/or dagjoadproducts.

This Annex shall apply to all organic substancesluding organo-metals.
1. CRITERIA FOR THE IDENTIFICATION OF PBT AND vPVvBUBSTANCES
1.1 PBT Substances

A substance that fulfils the persistence, bioaadation and toxicity criteria of
sections 1.1.1., 1.1.2. and 1.1.3. shall be consith® be a PBT substance.

1.1.1 Persistence
A substance fulfils the persistence criterioni(Pany of the following situations:
(@) the degradation half-life in marine water is higttean 60 days;
(b) the degradation half-life in fresh or estuarineevas higher than 40 days;

(c) the degradation half-life in marine sediment ishieigthan 180 days;
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(d) the degradation half-life in fresh or estuarine evagediment is higher than
120 days;

(e) the degradation half-life in soil is higher tharOldays.
1.1.2. Bioaccumulation

A substance fulfils the bioaccumulation criterid) when the bioconcentration
factor is higher than 2 000.

1.1.3. Toxicity

A substance fulfils the toxicity criterion (T) any of the following situations:

(@) the long-term no-observed effect concentration (K& EC10 for marine or
freshwater organisms is less than 0,01 mg/l;

(b)  the substance meets the criteria for classificati®marcinogenic (category 1A
or 1B), mutagenic (category 1A or 1B), or toxic feproduction (category 1A,
1B, or 2);

(c) there is other evidence of chronic toxicity, asniifeed by the substance
meeting the criteria for classification: STOT REt daor 2 according to
Regulation EC No 1272/2008.

1.2. vPvB Substances

A substance that fulfils the persistence and hipadation criteria of sections 1.2.1
and 1.2.2. shall be considered to be a vPvB suxstan

1.2.1. Persistence

A substance fulfils the "very persistent” criterigvP) in any of the following
situations:

(@) the degradation half-life in marine, fresh or est@ water is higher than
60 days;

(b) the degradation half-life in marine, fresh or est@water sediment is higher
than 180 days;

(c) the degradation half-life in soil is higher tharOldays.

1.2.2. Bioaccumulation

A substance fulfils the "very bioaccumulative" terion (vB) when the
bioconcentration factor is higher than 5 000.

2. INFORMATION RELEVANT FOR THE ASSESSMENT OF P, Band T
PROPERTIES

2.1 Assessment of P, B, and T properties in the dext of Registration
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For the identification of PBT and vPvB substanaeshie registration dossier, the registrant
shall consider the information which is submittadoart of the technical dossier, as described
in Annex | and in Section 3 of this Annex.

If the technical dossier contains for one or mandp®ints only information as required in
Annexes VIl and VIII, the registrant shall consideformation relevant for screening for P,
B, or T properties in accordance with Section ®flthis Annex. If the result from the
screening tests or information indicate that thestance may have PBT or vPVvB properties,
the registrant shall generate relevant additionfdrimation as set out in Section 3.2. of this
Annex, unless the registrant implements or recontimenfficient risk management measures
and operational conditions that enable derogatmuoraing to Section 3 of Annex XI. No
additional information needs to be generated ifdghis no indication of P or B properties
following the result from the screening test ooimhation.

2.2.Assessment of P, B, and T properties in the conteaf Authorisation

For dossiers for the purposes of identifying sutxsta referred to in Article 57(d) and Article
57(e), relevant information from the registratiomssiers and other available information as
described in Section 3 shall be considered.

3. SCREENING AND OTHER INFORMATION
3.1 Screening Information

The following information shall be considered fareening for P, B, and T properties in the
cases referred to in the second paragraph of se2tiband may be considered for screening
for P, B, and T properties in the context of setld?:

3.1.1 Persistence
Any of the following information:

(@ Results from tests on ready biodegradation in atzsuare with Section 9.2.1.1
of Annex VII;

(b) Results obtained from biodegradation (Q)SAR modelsaccordance with
Section 1.3 of Annex XI;

(c) Other information provided that its suitability araliability can be reasonably
demonstrated.

3.1.2 Bioaccumulation
Any of the following information:

(@ Octanol-water partitioning coefficient experimeftal determined in
accordance with Section 7.8 of Annex VIl or estiathby (Q)SAR models in
accordance with Annex XI.1.3;

(b)  Other information provided that its suitability areliability can be reasonably
demonstrated.

3.1.3 Toxicity
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Any of the following information:

(@)

(b)

Short-term aquatic toxicity in accordance with 8at9.1 of Annex VII and
Section 9.1.3 of Annex VIII,

Other information provided that its suitability areliability can be reasonably
demonstrated.

3.2 Information for the assessment of P, B, and Trpperties

3.2.1. Indication of P or vP properties:

The definitive assessment of the P or vP propestiedl be done on the basis of any of the
following relevant information:

(@)
(b)
(©)
(d)

Results from simulation testing on degradationuriace water;

Results from simulation testing on degradationaity s

Results from simulation testing on degradationeidiment;

Other information, such as information from fieltudies or monitoring
studies, provided that its suitability and religlil can be reasonably
demonstrated.

3.2.2. Indication of B or vB properties:

The definitive assessment of the B or vB propeniesll be done on the basis of any of the
following relevant information:

(@)
(b)

(©)

Results from a bioaccumulation study in aquaticeEs

Other information on the bioaccumulation potenpiadvided that its suitability
and reliability can be reasonably demonstrated) sisc

Results from a bioaccumulation study in terresspcies;

Data from scientific analysis of human body flumistissues, such as
blood, milk, or fat;

Detection of elevated levels in biota, in particufaendangered species
or in vulnerable populations, compared to levelgheir surrounding
environment;

Results from a chronic toxicity study on animals;

Assessment of the toxicokinetic behaviour of thessance;

Information on the ability of the substance to bagmify in the food chain,
where possible expressed by biomagnification factortrophic magnification
factors.
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3.2.3. Indication of T properties:

The definitive assessment of the T properties sballdone on the basis of any of the
following relevant information:

(@)

(b)

(©)

(d)

(€)

(f)

Results from long-term toxicity testing on inventaies as set out in Section
9.1.5 of Annex IX;

Results from long-term toxicity testing on fish &t out in Section 9.1.6 of
Annex IX;

Results from growth inhibition study on aquaticrgfaas set out in in Section
9.1.2 of Annex VII;

The substance meeting the criteria for classificatas carcinogenic in
Category 1A or 1B (possible assigned hazard phr&ts0 and H350i), germ
cell mutagenic in Category 1A or 1B (assigned hégdorase: H340), specific
target organ toxic after repeated dose in Catedoor 2 (assigned hazard
phrase: H372 or H373), toxic to reproduction in egary 1A, 1B and/or 2
(possible assigned hazard phrases: H360F, H360D60FH3, H360Fd,

H360fD, H361f, H361da and H361fd);

Results from long term or reproductive toxicitytieg with birds as set out in
Section 9.6.1 of Annex X;

Other information provided that its suitability areliability can be reasonably
demonstrated.



