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CORRIGENDA

Corrigendum to Commission Decision 2004/379/EC of 26 April 2004 amending Decision 2001/471/EC as
regards bacteriological tests in certain meat establishments

(Official Journal of the European Union L 144 of 30 April 2004)

Decision 2004/379/EC should read as follows:

COMMISSION DECISION

of 26 April 2004

amending Decision 2001/471/EC as regards bacteriological tests in certain meat establishments

(notified under document number C(2004) 1519)

(Text with EEA relevance)

(2004/379/EC)

THE COMMISSION OF THE EUROPEAN COMMUNITIES,

Having regard to the Treaty establishing the European Com-
munity,

Having regard to Council Directive 64/433/EEC of 26 June
1964 on health conditions for the production and marketing
of fresh meat (1), and in particular Article 10(2) thereof,

Whereas:

(1) Commission Decision 2001/471/EC (2) obliges operators
of meat establishments to conduct regular checks on the
general hygiene conditions of production in their estab-
lishments.

(2) That Decision lays down rules for the bacteriological
testing of carcasses of cattle, swine, sheep, goats and
horses. It provides that the results of the bacteriological
tests are to be converted into daily log mean values in
order to compare them to the limits it lays down.

(3) Member States are currently implementing two different
methods of calculation to convert the test results into a
log mean value, which results in different numerical
values.

(4) The implementation of bacteriological testing should be
harmonised within the Community. The method of
calculation for the conversion of the results of the
bacteriological tests of meat set out in Decision
2001/471/EC should therefore be clarified.

(5) Decision 2001/471/EC should therefore be amended
accordingly.

(6) The measures provided for in this Decision are in
accordance with the opinion of the Standing Committee
on the Food Chain and Animal Health,

HAS ADOPTED THIS DECISION:

Article 1

The Annex to Decision 2001/471/EC is amended in accordance
with the Annex to this Decision.

Article 2

This Decision shall apply from 20 May 2004
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Directive 95/23/EC (OJ L 243, 11.10.1995, p. 7).
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Article 3

This Decision is addressed to the Member States.

Done at Brussels, 26 April 2004.

For the Commission
David BYRNE

Member of the Commission

ANNEX

Part 1 of the Annex to Decision 2001/471/EC is amended as follows:

1. In the Section entitled 'Applying microbiological criteria to excised-sample test results (Table 1)', the first sentence is
replaced by the following:

'The daily mean of the log results should be allocated into one of three categories for process control verification:
acceptable, marginal, and unacceptable.'

2. Table 1 is replaced by the following:

'Table 1

Daily mean of the log values 1 for marginal and unacceptable results for bacterial performance criteria for
cattle, pig, sheep, goat and horse units (cfu/cm2) for samples taken by the destructive method.

Acceptable range Marginal range Unacceptable range

Cattle/sheep/goat/
horse Pig Cattle/pig/sheep/

goat/horse
Cattle/pig/sheep/

goat/horse

Daily mean of the
log values for

Total viable
counts (TVC)

< 3,5 < 4,0 3,5 (pig: 4,0)
- 5,0

> 5,0

Entero-bacteria-
cae

< 1,5 < 2,0 1,5 (pig: 2,0)
- 2,5 (pig: 3,0)

> 2,5
(pig: > 3,0)

(3) The daily mean of the log values is calculated by first taking a log (log10) value of each individual test result and then calculating
the arithmetical mean of these log values.'
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Corrigendum to Commission Decision 2004/380/EC of 26 April 2004 amending Decision 97/365/EC as regards
the inclusion of establishments in Iceland in provisional lists of third-country establishments from which

Member States authorise imports of meat products

(Official Journal of the European Union L 144 of 30 April 2004)

Decision 2004/380/EC should read as follows:

COMMISSION DECISION

of 26 April 2004

amending Decision 97/365/EC as regards the inclusion of establishments in Iceland in provisional
lists of third-country establishments from which Member States authorise imports of meat

products

(notified under document number C(2004) 1520)

(Text with EEA relevance)

(2004/380/EC)

THE COMMISSION OF THE EUROPEAN COMMUNITIES,

Having regard to the Treaty establishing the European Com-
munity,

Having regard to Council Decision 95/408/EC of 22 June 1995
on the conditions for drawing up, for an interim period, provi-
sional lists of third-country establishments from which Member
States are authorised to import certain products of animal
origin, fishery products or live bivalve molluscs (1), and in par-
ticular Article 2(4) thereof,

Whereas:

(1) Provisional lists of establishments in third countries from
which the Member States authorise imports of products
prepared from meat of bovine animals, swine, equidae
and sheep and goats have been drawn up by Commis-
sion Decision 97/365/EC (2).

(2) Iceland has sent list a of establishments producing meat
products for which the competent authority certifies that
the establishments comply with Community rules.

(3) Those establishments should be included in the lists
drawn up by Decision 97/365/EC.

(4) As on-the-spot inspections have not yet been carried
out, imports from such establishments are not eligible
for reduced physical checks pursuant to Article 10 of
Council Directive 97/78/EC (3).

(5) Decision 97/365/EC should therefore be amended
accordingly.

(6) The measures provided for in this Decision are in
accordance with the opinion of the Standing Committee
on the Food Chain and Animal Health,

HAS ADOPTED THIS DECISION:

Article 1

The Annex to Decision 97/365/EC is amended in accordance
with the Annex to this Decision.

Article 2

This Decision shall apply from 7 May 2004.
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(1) OJ L 243, 11.10.1995, p. 17. Decision as last amended by Regu-
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Article 3

This Decision is addressed to the Member States.

Done at Brussels, 26 April 2004.

For the Commission
David BYRNE

Member of the Commission

ANNEX

In the Annex to Decision 97/365/EC, the following text is inserted in accordance with the alphabetical order of the
country ISO code:

‘País: Islandia/Land: Island/Land: Island/Χώρα: Iσλάνδια/Country: Iceland/Pays: Islande/Paese: Islanda/Land:
IJsland/País: Islandia/Maa: Islanti/Land: Island

1 2 3 4 5

22 Kaupfelag
V –Hunvetninga

Hvammstangi 6

23 Sölufélag
A –Hunvetninga

Blonduos 6

31 Nordlenska Husavik 6

50 Kaupfelag Skagfir-
dinga

Saudarkrokur 6’
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Corrigendum to Commission Decision 2004/381/EC of 26 April 2004 amending Decision 1999/710/EC as
regards the inclusion of establishments in Iceland in provisional lists of third-country establishments from

which Member States authorise imports of minced meat and meat preparations

(Official Journal of the European Union L 144 of 30 April 2004)

Decision 2004/381/EC should read as follows:

COMMISSION DECISION

of 26 April 2004

amending Decision 1999/710/EC as regards the inclusion of establishments in Iceland in provi-
sional lists of third-country establishments from which Member States authorise imports of

minced meat and meat preparations

(notified under document number C(2004) 1521)

(Text with EEA relevance)

(2004/381/EC)

THE COMMISSION OF THE EUROPEAN COMMUNITIES,

Having regard to the Treaty establishing the European Com-
munity,

Having regard to Council Decision 95/408/EC of 22 June 1995
on the conditions for drawing up, for an interim period, provi-
sional lists of third-country establishments from which Member
States are authorised to import certain products of animal
origin, fishery products or live bivalve molluscs (1), and in par-
ticular Article 2(4) thereof,

Whereas:

(1) Provisional lists of establishments in third countries from
which the Member States authorise imports of minced
meat and meat preparations have been drawn up by
Commission Decision 1999/710/EC (2).

(2) Iceland has sent a list of establishments producing
minced meat and meat preparations for which the
competent authority certifies that the establishments
comply with Community rules.

(3) Those establishments should be included in the lists
drawn up by Decision 1999/710/EC.

(4) As on-the-spot inspections have not yet been carried
out, imports from such establishments are not eligible
for reduced physical checks pursuant to Article 10 of
Council Directive 97/78/EC (3).

(5) Decision 1999/710/EC should therefore be amended
accordingly.

(6) The measures provided for in this Decision are in
accordance with the opinion of the Standing Committee
on the Food Chain and Animal Health,

HAS ADOPTED THIS DECISION:

Article 1

The Annex to Decision 1999/710/EC is amended in accordance
with the Annex to this Decision.

Article 2

This Decision shall apply from 7 May 2004.

Article 3

This Decision is addressed to the Member States.

Done at Brussels, 26 April 2004.

For the Commission
David BYRNE

Member of the Commission
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ANNEX

In the Annex to Decision 1999/710/EC, the following text is inserted in accordance with the alphabetical order of the
country ISO code:

‘País: Islandia/Land: Island/Land: Island/Χώρα: Iσλάνδια/Country: Iceland/Pays: Islande/Paese: Islanda/Land:
IJsland/País: Islandia/Maa: Islanti/Land: Island

1 2 3 4 5 6

22 Kaupfelag
V –Hunvetninga

Hvammstangi MP 7

50 Kaupfelag Skag-
firdinga

Saudarkrokur MP 7’
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Corrigendum to Commission Decision 2004/382/EC of 26 April 2004 adopting Community import decisions
for certain chemicals pursuant to Regulation (EC) No 304/2003 of the European Parliament and of the Council

(Official Journal of the European Union L 144 of 30 April 2004)

Decision 2004/382/EC should read as follows:

COMMISSION DECISION

of 26 April 2004

adopting Community import decisions for certain chemicals pursuant to Regulation (EC) No
304/2003 of the European Parliament and of the Council

(Text with EEA relevance)

(2004/382/EC)

THE COMMISSION OF THE EUROPEAN COMMUNITIES,

Having regard to the Treaty establishing the European Com-
munity,

Having regard to Regulation (EC) No 304/2003 of the Euro-
pean Parliament and of the Council of 28 January 2003
concerning the export and import of dangerous chemicals (1),
and in particular Article 12(1) thereof,

Whereas:

(1) Pursuant to Regulation (EC) No 304/2003 the Commis-
sion is to decide on behalf of the Community, whether
or not to permit the import into the Community of each
chemical subject to the prior informed consent (PIC)
procedure.

(2) The United Nations Environment Programme (UNEP)
and the Food and Agriculture Organization (FAO) have
been appointed to provide secretariat services for the
operation of the interim PIC procedure established by
the Final Act of the Conference of Plenipotentiaries on
the Rotterdam Convention on the Prior Informed
Consent (PIC) procedure for certain hazardous chemicals
and pesticides in international trade, signed on
11 September 1998, and approved by the Community
by Council Decision 2003/106/EC of 19 December
2002 concerning the approval, on behalf of the Euro-
pean Community, of the Rotterdam Convention on the
Prior Informed Consent Procedure for certain hazardous
chemicals and pesticides in international trade (2), in par-
ticular the resolution on interim arrangements laid down
in the Final Act.

(3) The Commission, acting as common designated
authority, is required to forward decisions on chemicals
to the Secretariat of the interim PIC procedure, on behalf
of the Community and its Member States.

(4) The interim Secretariat has requested that the partici-
pants in the PIC procedure use the special Importing
Country Response form when reporting their
import decisions.

(5) The chemicals actinolite, amosite, anthophyllite and
tremolite, which are all amphibole forms of asbestos
fibres, have also been added to the interim PIC proce-
dure and the Commission has received information from
the interim secretariat in the form of a decision guidance
document (which also covers crocidolite asbestos, which
was already included in the interim PIC procedure and
was subject to a final Community import decision that
was reported in PIC circular IV reflecting the position as
at 31 December 1994). All these chemicals have been
progressively banned or severely restricted at Com-
munity level by means of a series of regulatory actions,
the latest of which is Commission Directive 1999/77/EC
of 26 July 1999 (3) adapting to technical progress for the
sixth time Council directive 76/769/EEC of 27 July 1976
on the approximation of the laws, regulations and
administrative provisions of the Member States relating
to restrictions on the marketing and use of certain
dangerous substances and preparations (4). Accordingly a
final import decision should be taken for actinolite,
amosite, anthophyllite and tremolite and a revised and
updated final decision should be taken in respect of
crocidolite.
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(1) OJ L 63, 6.3.2003, p. 1. Regulation as last amended by Commis-
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(6) The chemical DNOC has been added to the interim PIC
procedure, as a pesticide, for which the Commission has
received information from the Interim Secretariat in the
form of a decision guidance document. DNOC falls
within the scope of Council Directive 91/414/EEC of 15
July 1991 concerning the placing of plant protection
products on the market (1), as last amended by Regu-
lation (EC) No 806/2003 (2). By Commission Decision
1999/164/EC of 17 February 1999 concerning the non-
inclusion of DNOC of active substance in Annex I to
Council Directive 91/414/EEC and the withdrawal of
authorisations for plant protection products containing
this active substance (3), DNOC was excluded from
Annex I to Directive 91/414/EEC and authorisations for
plant protection products containing it were to be with-
drawn by 16 August 1999. Accordingly a final import
decision should be taken.

(7) Certain pesticide formulations, in the form of dustable
powder formulations containing a combination of
benomyl at or above 7 %, carbofuran at or above 10 %
and thiram at or above 15 %, have also been added to
the interim PIC procedure. The Commission has received
information from the interim secretariat in the form of a
decision guidance document. The chemicals benomyl,
carbofuran and thiram fall within the scope of Directive
91/414/EEC. By Commission Decision 2002/928/EC of
26 November 2002 concerning the non-inclusion of
benomyl in Annex I to Council Directive 91/414/EEC
and the withdrawal of authorisations for plant protection
products containing this active substance (4), benomyl
has been excluded from Annex I to Directive
91/414/EEC and authorisations for plant protection
products containing it had to be withdrawn by 25 May
2003. Carbofuran is currently subject to an ongoing
assessment within the framework of Directive
91/414/EEC. That Directive provides for a transitional
period during which Member States are allowed to take
national decisions on substances and products falling
with its scope pending a Community decision. By
Commission Directive 2003/81/EC of 5 September
2003 amending Directive 91/414/EEC to include moli-
nate, thiram and ziram as active substances (5), thiram
has been included in Annex I to Directive 91/414/EEC
and is authorised for use in plant protection products
subject to certain conditions. Thiram has also been noti-
fied under Directive 98/8/EC of the European Parliament

and of the Council of 16 February 1998 concerning the
placing of biocidal products on the market (6), which
provides for a transitional period during which Member
States may, pending a Community decision, take a deci-
sion on substances and products falling within its scope.
Consequently, an interim import decision should be
taken for dustable powder formulations containing a
combination of benomyl, carbofuran and thiram at or
above the specified concentrations.

(8) The measures provided for in this Decision are in
accordance with the opinion of the Committee set up
pursuant to Article 29 of Council Directive
67/548/EEC (7), as last amended by Commission Direc-
tive 2001/59/EC (8),

HAS DECIDED AS FOLLOWS:

Article 1

The final decision on the import of the chemicals actinolite,
amosite, anthophyllite, crocidolite and tremolite, as set out in
the import response form contained in Annex I, is adopted.

Article 2

The final decision on the import of the chemical DNOC, as set
out in the import response form contained in Annex II, is
adopted.

Article 3

The interim decision on the import of dustable powder pesti-
cide formulations containing a combination of benomyl at or
above 7 %, carbofuran at or above 10 % and thiram at or
above 15 %, as set out in the import response form in Annex
III, is also adopted.

Done at Brussels, 26 April 2004.

For the Commission
Margot WALLSTRÖM

Member of the Commission
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ANNEX I

Final import decision for the chemicals actinolite, amosite, anthophyllite and tremolite, together with an
updated final import decision for crocidolite replacing a previous 1994 import decision
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ANNEX II

Final import decision for the chemical DNOC
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ANNEX III

Interim import decision for dustable powder pesticide formulations containing a combination of benomyl at or
above 7 %, carbofuran at or above 10 % and thiram at or above 15 %
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Corrigendum to Commission Recommendation 2004/383/EC of 27 April 2004 on the use of financial derivative
instruments for undertakings for collective investment in transferable securities (UCITS)

(Official Journal of the European Union L 144 of 30 April 2004)

Recommendation 2004/383/EC should read as follows:

COMMISSION RECOMMENDATION

of 27 April 2004

on the use of financial derivative instruments for undertakings for collective investment in trans-
ferable securities (UCITS)

(notified under document number C(2004) 1541/1)

(Text with EEA relevance)

(2004/383/EC)

THE COMMISSION OF THE EUROPEAN COMMUNITIES,

Having regard to the Treaty establishing the European Com-
munity, and in particular Article 211, second indent, thereof,

Whereas:

(1) One of the aims of the amendments to Council Directive
85/611/EEC of 20 December 1985 on the coordination
of laws, regulations and administrative provisions
relating to undertakings for collective investment in
transferable securities (UCITS) (1), introduced by Directive
2001/108/EC (1), was to widen the scope of financial
instruments in which a UCITS can invest and to enable
UCITS to make use of modern investment techniques.
This extension of permissible investments does not only
include money market instruments, bank deposits, units
of UCITS and other collective investments undertakings:
UCITS are now also permitted to employ financial deri-
vative instruments as part of their general investment
policy, and not only for the purposes of hedging posi-
tions.

(2) Another aim of those amendments was to ensure
investor protection. Directive 85/611/EEC, as amended,
therefore establishes an extensive system of risk-limita-
tion: In order to ensure that the risks related to the new
classes of financial instruments, in particularly regarding
derivatives, are duly and accurately monitored, measured
and managed, management companies or investment
companies are required to apply sound risk measure-
ment processes under the supervision of the competent
authorities. In particular, these risk measurement
processes should enable them to monitor, measure and
manage at any time the risks of the positions and their
contribution to the overall risk-profile of the portfolio.
Management or investment companies have also to

employ processes for the accurate and independent
assessment of the value of over-the-counter (OTC)-deri-
vative instruments. These requirements of Directive
85/611/EEC call for the establishment of an adequate
framework for the risk-measurement and -management
of a UCITS by Member States. In order to facilitate the
development of such a framework and to ensure a
harmonised approach, it is desirable to recommend
some common basic principles for risk-measurement.

(3) Agreement was reached in the UCITS Contact
Committee on the benefits of formulating basic princi-
ples, which should be taken into account by Member
States. Those principles should help Member States to
ensure an equivalent and effective protection of investors
throughout the Community and level the playing field
for UCITS operators and products regulated under
different jurisdictions.

(4) With regard to the limit to global exposure relating to
derivatives set out in the first subparagraph of Article
21(3) of Directive 85/611/EEC and the maximum limit
to borrowing transactions laid down in Article 36(2) of
that Directive, it should be made clear which maximum
exposure in total may be incurred by a UCITS.

(5) The total exposure of a UCITS needs to be assessed on
the basis of both default risk of the UCITS and leverage
produced by the use of financial derivative instruments.
It should therefore be ensured that the market risk of a
UCITS is adequately measured. It is therefore necessary
to recommend possible approaches of market risk
measurement, by clarifying the conditions for the use of
the following types of methodologies: the commitment
approach; the Value-at-risk approach (VaR-approach)
and stress tests.
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(6) For the same reasons it is useful to recommend some
elements for the method of assessing the leverage of a
UCITS portfolio produced by the use of financial deriva-
tive instruments.

(7) Pursuant to the second subparagraph of Article 21(3) of
Directive 85/611/EEC, the exposure of a UCITS must be
calculated taking into account not only the current value
of the underlying assets, but also the counterparty risk,
future market movements and the time available to liqui-
date the positions. As regards counterparty risk related
to OTC-derivatives, specific requirements are laid down
in the second subparagraph of Article 22(1) of that
Directive. In view of these requirements it is desirable to
clarify the method of calculating the counterparty risk
associated with financial derivative instruments and the
way in which it relates to the methods and criteria
provided for in Directive 2000/12/EC of the European
Parliament and of the Council of 20 March 2000
relating to the taking up and pursuit of the business of
credit institutions (1).

(8) Pursuant to the third subparagraph of Article 21(3) of
Directive 85/611/EEC, the exposure to the underlying of
the financial derivative instrument has to be included
into the calculation of the issuer concentration limits
laid down in Article 22 of that Directive. According to
that same provision, Member States may allow that,
when a UCITS invests in index-based derivatives, these
investments do not have to be combined to the issuer
concentration limits laid down in Article 22. It is there-
fore appropriate to recommend standards for the appli-
cation of issuer concentration limits with regard to
financial derivative instruments.

(9) Uncovered sales are all transactions in which the UCITS
is exposed to the risk of having to buy securities at a
higher price than the price at which the securities are
delivered and thus making a loss and the risk of not
being able to deliver the underlying financial instrument
for settlement at the time of the maturity of the transac-
tion. These risks are always relevant for those operations
in which the UCITS is forced to buy securities in the
market to meet its obligations. In those cases the UCITS
is exposed to the risk that it cannot meet all or a part of
its commitments under the terms of a financial deriva-
tives operation. Article 42 of Directive 85/611/EEC
therefore generally prohibits the execution of uncovered
sales in order to avoid heavy losses for UCITS. However,
in the context of an operation with financial derivative
instruments having the financial profile of an uncovered
sale, the risks typically associated with uncovered sales
may not always have the same relevance. It is therefore

appropriate to clarify the concept of uncovered sales
with regard to financial derivative instruments and to
recommend criteria applicable to the cover of a deriva-
tives transaction in order to facilitate compliance with
Article 42.

(10) This Recommendation is a first step towards a uniform
understanding of risk measurement methodologies in
the UCITS area. However, risk-measurement methodolo-
gies are submitted to a permanent progress. Further
steps may therefore be necessary taking into account
further developments such as the Basel Capital Accord
(Basel II) and the future corresponding Community
Directive on capital requirements for banks and invest-
ment firms.

(11) This Recommendation provides some basic elements
which should be taken into consideration by Member
States for their implementation of Directive 85/611/EEC
as amended by Directive 2001/108/EC. It should be
noted that this Recommendation is not intended to
provide exhaustive guidelines on the use of financial
derivative instruments for UCITS but to outline some
principles which can be considered as an essential basis
of a common risk-measurement approach for UCITS,

HEREBY RECOMMENDS:

In the framework of implementing Directive 85/611/EEC
Member States should apply the following:

1. Risk-measurement systems adapted to the relevant risk-
profile of the UCITS

In applying Article 21(1) of Directive 85/611/EEC, Member
States are recommended to ensure that management or invest-
ment companies employ risk measurement systems which are
adapted to the relevant risk-profile of a UCITS in order to
make sure that they accurately measure all material risks
related to the UCITS under the supervision of the competent
authorities.

2. A harmonised interpretation of limitations to the
UCITS' risk- exposure

2.1. Limitation to a UCITS' global exposure on derivatives
and overall risk exposure

Member States are recommended to ensure that the global
exposure relating to financial derivative instruments may not
exceed 100 % of the UCITS' net asset value (NAV), and hence
that the UCITS' overall risk exposure may not exceed 200 % of
the NAV on a permanent basis.
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2.2. Limitation to possible temporary borrowing

Member States are recommended to ensure that the UCITS'
overall risk exposure may not be increased by more than 10 %
by means of temporary borrowing, so that the UCITS' overall
risk exposure may not exceed 210 % of the NAV under any
circumstances.

2.3. Joint application of points 3 and 4

For the application of the 100 % global exposure limit relating
to derivatives, Member States are recommended to ensure that
both points 3 and 4 are respected.

3. Appropriately calibrated standards to measure market
risk

3.1. Adaptation of risk-measurement methodologies to the
risk-profile of a UCITS

In conformity with the overarching principle mentioned under
point 1 and established in Article 21(1) of Directive
85/611/EEC, Member States are recommended to allow a
differentiated methodological approach for the respective cate-
gories of 'non-sophisticated UCITS', which have overall less and
simpler derivative positions by using e.g. a few plain vanilla
options, and ‘sophisticated UCITS’. The distinction between,
and exact definition of, these categories requires further work
in accordance with point 3.4. Pending completion of such
work, Member States should move towards a more calibrated
approach for measuring market risk in accordance with points
3.2 and 3.3.

3.2. Non-sophisticated UCITS

3.2.1. Use of the commitment approach

Member States are recommended to request their competent
authorities to ensure that, in the case of non-sophisticated
UCITS, they are satisfied that market risk is adequately assessed
by using the commitment approach, whereby the derivative
positions of a UCITS are converted into the equivalent position
in the underlying assets embedded in those derivatives. For the
application of the commitment approach, Member States'
competent authorities should also take into account criteria
such as the UCITS' overall exposure deriving from the employ-
ment of financial derivative instruments, the nature, aim,
number and frequency of the contracts entered into by the
UCITS and the management techniques adopted.

3.2.2. Technical precisions

In the case of options, Member States are recommended to
allow the application of the delta approach, which is derived
from the sensitivity of the change in the option's price to
marginal changes in the price of the underlying financial instru-
ments. The conversion of forwards, futures and swaps positions

should depend on the precise nature of the underlying
contracts. In the case of simple contracts, the marked-to-market
value of the contracts will usually be relevant.

3.2.3. Invitation to consider further additional safeguards

Member States are required to consider whether additional safe-
guards are requested in the context of the use of the commit-
ment approach, such as an appropriate cap to the global expo-
sure relating to financial derivative instruments below 100 % of
NAV for non-sophisticated UCITS.

3.3. Sophisticated UCITS

3.3.1. Standard use of value-at-risk (VaR) approach with stress tests

In the case of ‘sophisticated UCITS’, Member States are recom-
mended to require management or investment companies to
apply regularly VaR approaches. In the VaR-approaches, the
maximum potential loss that a UCITS portfolio could suffer
within a certain time horizon and a certain degree of confi-
dence is estimated. Member States are recommended to require
management or investment companies also to apply stress tests
in order to help manage risks related to possible abnormal
market movements. Stress tests measure how extreme financial
or economic events affect the value of the portfolio at a specific
point of time.

3.3.2. Invitation to develop common reference standards as a further
step

For the application of VaR-approaches, Member States are
recommended to require the use of appropriate standards in
conformity with point 3.1. For this purpose, Member States
should consider, as a possible reference the following para-
meters: a 99 % confidence interval, a holding period of one
month and 'recent' volatilities, i.e. no more than one year from
the calculation date without prejudice to further testing by the
competent authorities. Once common standards have been
developed by further work undertaken by Member States in
accordance with point 3.4, Member States should allow
management or investment companies to deviate from these
standards only on a case-by-case basis, subject to the appro-
priate examination of the competent authorities in accordance
with what is provided for in point 3.3.3.

3.3.3. Internal risk-measurement models

Member States are recommended to accept only those internal
risk-measurement models proposed by a management or
investment company which are subject to appropriate safe-
guards, including those set out in this recommendation. The
models concerned should be subject to appropriate examina-
tion by the competent national authorities. Member States are
also recommended to disclose a list of models recognised by
the competent national authorities, and make them publicly
available by appropriate means.
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3.4. Recommendation to carry out further work

Considering that these risk-measurement methodologies need
further refinement, Member States are recommended to encou-
rage their competent authorities to undertake further work
with a view to elaborating more advanced and elaborated
methods of risk-measurement and thus develop a convergent
Community-wide approach. This concerns in particular:

(a) the criteria to identify sophisticated and non-sophisticated
UCITS;

(b) the conversion of financial derivative instruments into
equivalent underlying assetsand the netting of positions
underlying the financial derivative instruments in case ofthe
application of the commitment approach;

(c) best practices in the area of VaR and stress tests;

(d) the standards which internal models must meet in order to
be used by UCITS.

4. Appropriately calibrated standards to assess leverage

4.1. Use of the commitment approach

In the absence of the advanced methodologies mentioned
under point 4.2, Member States are recommended to request
the use of the commitment approach to assess a UCITS'
leverage, in combination with the VaR-approaches and the
stress-tests required for the purpose of measuring market risk
exposure of sophisticated UCITS under point 3.3.

Member States are also recommended to allow management or
investment companies which use the commitment approach
according to point 3.2 to also employ the commitment
approach for the assessment of leverage.

4.2. Invitation to allow the use of further advanced meth-
odologies

In the case of sophisticated UCITS under point 3.3, provided
that the supervisory authorities are fully convinced that a given
management or investment company has already developed
and tested an appropriate method of assessing leverage by the
means of VaR-approaches and stress tests and provided that
this method is duly documented by the management or invest-
ment company, Member States should consider recognising it
for the assessment of leverage. For this purpose, Member States
are specifically recommended to consider approaches relying
on a standard of comparison such as the VaR/stress test value
of an appropriate reference portfolio which complies with the
investment policy of a UCITS or the VaR/stress test value of an
adequate benchmark.

4.3. Recommendation to carry out further work

Member States are recommended to take into account that the
methods for assessing the leverage of a UCITS need further
refinement, in particular with respect to the maximum VaR/
stress-test value corresponding to a total exposure of 200 % of
a UCITS' NAV. Therefore they should encourage their compe-
tent national authorities to undertake further work to develop
more advanced and sophisticated methods of assessing leverage
aiming at the development of a convergent Community-wide
approach.

5. Applying appropriate standards and recognised risk-
mitigation techniques to limit counterparty risk

5.1. Criteria for the limitation of counterparty risk exposure
to OTC derivatives

Member States are recommended to ensure that all the deriva-
tives transactions which are deemed to be free of counterparty
risk are performed on an exchange where the clearinghouse
meets the following conditions: it is backed by an appropriate
performance guarantee, and is characterised by a daily mark-to-
market valuation of the derivative positions and an at least
daily margining.

5.2. Recommendation to use maximum potential loss

Member States are recommended to require the exposure per
counterparty on an OTC-derivative transaction to be measured
on the maximum potential loss incurred by the UCITS if the
counterparty defaults and not on the basis of the notional value
of the OTC contract.

5.3. Invitation to use the standards laid down in Directive
2000/12/EC as a first reference

In compliance with the fixed quantitative prudential limits
already imposed by Directive 2001/108/EC, Member States are
recommended to require the assessment of counterparty risk
with regard to OTC-derivatives in accordance with the
marking-to-market method laid down in Directive 2000/12/EC
of the European Parliament and of the Council (1), notwith-
standing the need of appropriate pricing models when the
market price is not available. Member States should also
require the use of the full credit equivalent approach laid down
in Directive 2000/12/EC, including an add-on methodology to
reflect the potential future exposure.
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5.4. Recognition of collateral for the purpose of assessing a
UCITS' counterparty risk exposure

5.4.1. General criteria

Member States are recommended to allow for the recognition
of collateral in order to reduce a UCITS' counterparty risk
provided that, in accordance with the prudential rules laid
down in Directive 2000/12/EC and taking into account further
developments, the collateral:

(a) is marked-to-market on a daily basis and exceeds the value
of the amount at risk;

(b) is exposed only to negligible risks (e.g. government bonds
of first credit rating or cash) and is liquid;

(c) is held by a third part custodian not related to the provider
or is legally secured from the consequences of a failure of a
related party;

(d) can be fully enforced by the UCITS at any time.

5.4.2. Risk concentration limits

In accordance with the general principle of risk-spreading,
Member States are recommended to ensure that the exposure
to counterparty risk on a given entity, respectively group, after
taking into account any collateral received from that entity, or
group, may not be higher than the 20 % limit laid down in
Directive 85/611/EEC, both at individual level, under the
second sub-paragraph of Article 22(2) and at group level,
under Article 22(5) of that Directive.

5.5. Recognition of netting

Member States are recommended to allow UCITS to net their
OTC-derivative positions vis-à-vis the same counterparty,
provided that the netting procedures comply with the condi-
tions laid down in Directive 2000/12/EC and that they are
based on legally binding agreements.

6. Using adequate methodologies when applying limita-
tions to issuer risk

6.1. Adaptation of the risk-measurement methodologies to
the derivatives typology

Considering that the fourth subparagraph of Article 21(3) of
Directive 85/611/EEC provides that, in order to include finan-
cial derivative instruments into the issuer concentration limits
foreseen by Article 22, they should be converted into equiva-
lent underlying positions, Member States are recommended to

require the use of methodologies adequate to the type of instru-
ment considered. For example, Member States may allow the
use of the delta approach for options. In cases where this
approach is not relevant or technically impossible, due to the
complexity of the concerned financial derivative instrument,
Member States may then allow the use of an approach based
on the maximum potential loss linked to that derivative as a
maximum threshold assessment of the solvency risk.

6.2. Case of index-based derivatives

Member States are advised, in the use of their discretionary
powers for the application of the option foreseen by the third
subparagraph of Article 21(3) of Directive 85/611/EEC, to take
into account whether the underlying index of a financial deriva-
tive instrument meets the requirements of Article 22a of that
Directive. For the application of Article 21(2) and the third sub-
paragraph of Article 21(3) of that Directive, Member States are
recommended to consider that, a management or investment
company should generally be prevented from using financial
derivative instruments based on a self-composed index with the
intent to circumvent the issuer concentration limits of Article
22. Member States are also recommended to consider that a
management or investment company should be prevented from
using financial derivative instruments based on indices which
do not comply with the concentration limits set by Article 22a
of Directive 85/611/EEC.

6.3. Risk-concentration limits

Member States are recommended to require management
companies or investment companies to cumulate counterparty
risk with issuer risk versus the same entity or group for the
application of the 20 % NAV-limit pursuant to the second sub-
paragraph of Article 22(2)and Article 22(5) of Directive
85/611/EEC.

7. Applying relevant cover rules to transactions with both
listed, and OTC, financial derivative instruments

7.1. Appropriate cover in the absence of cash-settlement

When the financial derivative instrument provides for, either
automatically or at the counterpart's choice, physical delivery
of the underlying financial instrument on maturity or exercise,
and provided that physical delivery is common practice on the
considered instrument, Member States are recommended to
require UCITS to hold this underlying financial instrument as
cover in their investment portfolios.
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7.2. Exceptional substitution with an alternative underlying
cover in the absence of cash settlement

In cases where the risks of the underlying financial instrument
of a derivative can be appropriately represented by another
underlying financial instrument and the underlying financial
instrument is highly liquid, Member States should consider
allowing UCITS to hold exceptionally other liquid assets as
cover provided that they can be used at any time to purchase
the underlying financial instrument to be delivered and that the
additional market risk which is associated with that type of
transaction is adequately measured.

7.3. Substitution with an alternative underlying cover in the
case of cash-settlement

Where the financial derivative instrument is cash-settled auto-
matically or at the UCITS discretion, Member States should
consider allowing the UCITS not to hold the specific underlying
instrument as cover. In this case, Member States are recom-
mended to consider the following categories as acceptable
cover:

(a) cash;

(b) liquid debt instruments (e.g. government bonds of first
credit rating) with appropriate safeguards (in particular,
haircuts);

(c) other highly liquid assets which are recognised by the
competent authorities considering their correlation with the
underlying of the financial derivativeinstruments, subject to
appropriate safeguards (e.g. haircuts where relevant).

In the context of the application of Article 42 of Directive
85/611/EEC, Member States should consider as ‘liquid’ those
instruments which can be converted into cash in no more than
seven business days at a price closely corresponding to the
current valuation of the financial instrument on its own
market. Member States are recommended to ensure that the
respective cash amount be at the UCITS' disposal at the
maturity/expiry or exercise date of the financial derivative
instrument.

7.4. Calculation of the level of cover

Member States are recommended to require the level of cover
to be calculated in line with the commitment approach.

7.5. Nature of the underlying financial instrument

Member States are recommended to require that the underlying
financial instrument of financial derivative instruments,
whether they provide for cash-settlement or physical delivery,
as well as the financial instruments held for cover have to be
compliant with the Directive and the individual investment
policy of the UCITS.

7.6. Recommendation to undertake further common work

As regards cover of transactions with financial derivative instru-
ments, Member States are recommended to encourage their
competent authorities to identify a common typology of trans-
actions with financial derivative instruments in which the risk
profile of an uncovered sale may be identified.

8. The Member States are requested to inform the Commis-
sion, insofar as possible, by 30 September 2004 of any
measures they have taken further to this Recommendation and
to inform it of the first results of its implementation, in as far
as they are able, no later than 28 February 2005.

9. This Recommendation is addressed to the Member States.

Done at Brussels, 27 April 2004.

For the Commission
Frederik BOLKESTEIN

Member of the Commission
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Corrigendum to Commission Recommendation 2004/384/EC of 27 April 2004 on some contents of the simpli-
fied prospectus as provided for in Schedule C of Annex I to Council Directive 85/611/EEC

(Official Journal of the European Union L 144 of 30 April 2004)

Recommendation 2004/384/EC should read as follows:

COMMISSION RECOMMENDATION

of 27 April 2004

on some contents of the simplified prospectus as provided for in Schedule C of Annex I to
Council Directive 85/611/EEC

(notified under document number C(2002) 1541/2)

(Text with EEA relevance)

(2004/384/EC)

THE COMMISSION OF THE EUROPEAN COMMUNITIES,

Having regard to the Treaty establishing the European Com-
munity, and in particular Article 211, second indent, thereof,

Whereas:

(1) In order to enhance effective investor information, provi-
sions concerning the simplified prospectus were intro-
duced in Council Directive 85/611/EEC of 20 December
1985 on the coordination of laws, regulations, and
administrative provisions relating to undertakings for
collective investments in transferable securities
(UCITS) (1) by Directive 2001/107/EC of the European
Parliament and of the Council (2). The simplified
prospectus is designed to provide clear information
about the essentials the investor should know before
investing in a fund, and be easily understood by the
average retail investor. The simplified prospectus is also
designed to facilitate the cross-border marketing of units
of UCITS, and be used as a single marketing tool
throughout the Community. Those provisions them-
selves stress that host Member States are not permitted
to ask for any additions or modifications except transla-
tion.

(2) In order to ensure the effectiveness of this key element
of investor protection, it is desirable to clarify the
contents and presentation of some of the elements of
information which have to be included into the simpli-
fied prospectus pursuant to Schedule C of Annex I to
Directive 85/611/EEC. This is critical to ensuring a
common reading of the contents of Schedule C, and has
to be achieved in the most appropriate and timely way
available, taking into account the recent transposition
process in the Member States and the need for appro-
priate implementation.

(3) For that purpose, the mere clarification of definitions
relating to the contents of the relevant indents of Sche-
dule C would not be sufficient to achieve the necessary
level of harmonisation, which is, in particular, intrinsi-
cally linked to the choice and definition of some ratios

relating to economic information (i.e. costs and portfolio
turnover). Setting those ratios, which are critical to
investor information, does not fall within the regulatory
powers conferred upon the Commission by Article 53a
of Directive 85/611/EEC. Since the implementing
powers conferred upon the Commission by the Directive
do not include the choice and structure of ratios, a
Commission recommendation is for the moment the
only available instrument to support a common,
comprehensive reading of the relevant contents of Sche-
dule C.

(4) The description of the UCITS' investment objectives
should inform investors about the investment goal the
UCITS intends to pursue. Therefore, it is desirable that
the simplified prospectus contain, in a concise form, an
appropriate description of the outcomes sought for the
investment, information on any third-party guarantees
which protect investors, for example against a downfall
or on a minimum level of increase of the value of their
investment and information on index-tracking objec-
tives.

(5) In conformity with the requirements set forth under
Article 24a(1) and (2) of Directive 85/611/EEC, the
description of the UCITS' investment policy in the
simplified prospectus should allow the average investor
to understand the manner and method by which the
investment goal is expected to be achieved and draw
investors' attention on the UCITS' relevant characteris-
tics. Therefore, it is desirable that the simplified
prospectus briefly make clear the main categories of
eligible instruments, the portfolio management strategy
of the UCITS, by drawing attention to possible risk-
concentration profiles where relevant, and the key char-
acteristics of the bonds in which the UCITS invests. It is
also desirable that the simplified prospectus contain
information on the financial derivative instruments, the
management style and the strategy to achieve the index-
tracking objective in the case of index-tracking funds.
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(6) In keeping with the safeguards provided for in Article
24a(1) and (3) of Directive 85/611/EEC, the average
investor should be enabled to understand the risk profile
of a UCITS and be adequately informed of relevant risk
characteristics. It is therefore desirable that the simplified
prospectus contain a brief and easily comprehensible
description, in narrative form, of all the risks material
and relevant to the UCITS. It is also advisable to encou-
rage Member States, where they deem it relevant in the
light of customary disclosure practice and existing
investor protection standards, to require that this infor-
mation be supplemented by a quantitative risk indicator
based on the UCITS volatility, but subject to further
convergence work on such risk indicators.

(7) To avoid misleading information for investors on histor-
ical performance and to advance the comparability of
UCITS for investors within the Community, it is neces-
sary to clarify the way past performance should be
presented.

(8) For the sake of clarity and concision of the simplified
prospectus, it is desirable that information on the tax
regime be limited to the tax regime applicable to the
UCITS in its home Member State. To facilitate proper
investor information, it is however appropriate that this
information be supplemented by a warning that further
taxation may apply to the individual investor taking into
account that the taxation of individual investors will
depend on the fiscal regulation applicable in their
personal or particular case.

(9) To ensure effective investor protection and enhance
investor confidence in the fund industry, it is desirable
that the simplified prospectus provide for full transpar-
ency of all the costs actually borne by investors in rela-
tion to their investment. To this end, it is necessary to
disclose a total expense ratio (TER) calculated as an indi-
cator of the fund's total operating costs. It is therefore
also necessary to clarify how the TER should be calcu-
lated. Since entry and exit commissions and other
expenses directly paid by the investor are not included
in the TER, it is desirable that they be shown separately
as well as all the other costs not included in the TER,
including disclosure of transaction costs when these are
deemed to be available by the home Member State
competent authorities. In any case, it is desirable to
disclose the portfolio turnover rate calculated on a stan-
dardised basis, as an additional indicator of the relevance
of transaction costs.

(10) In view of the current differences in market practice on
fee-sharing agreements and comparable fee arrange-
ments, it is appropriate that these be adequately
disclosed to investors. To improve transparency for
investors, it is therefore necessary that the simplified
prospectus indicate the existence of any such agreements
or arrangements. It is also advisable to invite investors to
consult the full prospectus for detailed information on

this kind of arrangement, which should enable them to
understand to whom the expenses are paid and whether
possible conflicts of interest will be resolved in their best
interest.

(11) The understanding of investors' needs in terms of
product information and cross-border comparability has
to be made subject to further progress, also in the light
of consumer studies on national markets, in order to
underpin the completion of a true, investor-friendly,
internal market for UCITS. Member States should there-
fore carry out, in so far as possible, further testing of
measures taken in this field, in particular following this
recommendation, and to report accordingly to the
Commission. The Commission may consider in due time
whether there is a need to propose legislative measures
to leverage on experience and Member States' feedback
on the implementation of this recommendation,

HEREBY RECOMMENDS:

1. As regards the investment information referred to in
the second heading of Schedule C in Annex I to Direc-
tive 85/611/EEC it is recommended that Member States
apply the following interpretations.

1.1. Interpretation of ‘short definition of UCITS' objectives’

In the first indent, Member States are recommended to inter-
pret ‘a short definition of UCITS' objectives’ as meaning the
following information:

(a) a concise and appropriate description of the outcomes
sought for any investment in the UCITS;

(b) a clear statement of any guarantees offered by third parties
to protect investors and any restrictions on those guaran-
tees;

(c) a statement, where relevant, that the UCITS is intended to
track an index/indices, and sufficient indications to enable
investors both to identify the relevant index/indices and to
understand the extent or degree of tracking pursued.

1.2. Interpretation of ‘the unit trust's/common fund's or the
investment company's investment policy’

In the second indent Member States are recommended to inter-
pret ‘the unit trust's/common fund's or the investment compa-
ny's investment policy’ as meaning the following information,
provided it is material and relevant:

(a) the main categories of eligible financial instruments which
are the object of investment;

(b) whether the UCITS has a particular strategy in relation to
any industrial, geographic or other market sectors or
specific classes of assets, e.g. investments in emerging coun-
tries' financial instruments;
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(c) where relevant, a warning that, whilst the actual portfolio
composition is required to comply with the broad legal and
statutory rules and limits, risk-concentration may occur in
regard of certain tighter asset classes, economic and
geographic sectors;

(d) if the UCITS invests in bonds, an indication of whether
they are corporate or government, their duration and the
rating requirements;

(e) if the UCITS uses financial derivative instruments, an indi-
cation of whether this is done in pursuit of the UCITS'
objectives, or for hedging purposes only;

(f) whether the UCITS' management style contemplates some
reference to a benchmark; and in particular whether the
UCITS has an ‘index tracking’ objective, with an indication
of the strategy to be pursued to achieve this;

(g) whether the UCITS' management style is based on a tactical
asset allocation with high frequency portfolio adjustments.

1.3. Joint presentation of the UCITS' objectives and invest-
ment policy

Home Member States are recommended to allow the informa-
tion required under points 1.1 and 1.2 to be set out as a single
item in the simplified prospectus (e.g. for the information on
index tracking), provided that the information so combined
does not lead to confusion of the objectives and policies of the
UCITS. The order of the information items may be adapted to
reflect the UCITS' specific investment objectives and policy.

1.4. Interpretation of ‘a brief assessment of the fund's risk
profile’

In the second indent, Member States are recommended to inter-
pret ‘a brief assessment of the fund's risk profile’ as meaning
the following information:

1.4.1. Overall structure of the information provided;

(a) a statement to the effect that the value of investments may
fall as well as rise and that investors may get back less than
they put in;

(b) a statement that details of all the risks actually mentioned
in the simplified prospectus may be found in the full
prospectus;

(c) a textual description of any risk investors have to face in
relation to their investment, but only where such risk is
relevant and material, based on risk impact and probability.

1.4.2. Precisions regarding the textual description of risks

1.4.2.1. Sp e ci f i c r i sks

The description referred to in point 1.4.1.(c) should include a
brief and understandable explanation of any specific risk arising
from particular investment policies or strategies or associated
with specific markets or assets relevant to the UCITS such as:

(a) the risk that the entire market of an asset class will decline
thus affecting the prices and values of the assets (market
risk);

(b) the risk that an issuer or a counterparty will default (credit
risk);

(c) only where strictly relevant, the risk that a settlement in a
transfer system does not take place as expected because a
counterparty does not pay or deliver on time or as expected
(settlement risk);

(d) the risk that a position can not be liquidated in a timely
manner at a reasonable price (liquidity risk);

(e) the risk that the investment's value will be affected by
changes in exchange rates (exchange or currency risk);

(f) only where strictly relevant, the risk of loss of assets held in
custody that could result from the insolvency, negligence or
fraudulent action of the custodian or of a subcustodian
(custody risk);

(g) risks related to a concentration of assets or markets.

1.4.2.2. H or i z ont a l r i sk fa c tor s

The description referred to in point 1.4.1.(c) should also
mention, where relevant and material, the following factors
that may affect the product:

(a) performance risk, including the variability of risk levels
depending on individual fund selections, and the existence,
absence of, or restrictions on any guarantees given by third
parties;

(b) risks to capital, including potential risk of erosion resulting
from withdrawals/cancellations of units and distributions in
excess of investment returns;

(c) exposure to the performance of the provider/third-party
guarantor, where investment in the product involves direct
investment in the provider, rather than assets held by the
provider;

(d) inflexibility, both within the product (including early
surrender risk) and constraints on switching to other provi-
ders;

(e) inflation risk;

(f) lack of certainty that environmental factors, such as a tax
regime, will persist.

1.4.2.3. Possi ble p r i or i t i sa t i on of i nfor ma ti on di sc lo-
sur e

In order to avoid conveying a misleading image of the relevant
risks, Member States are also recommended to consider
requiring the presentation of the information items to priori-
tise, based on scale and materiality, the risks so as to better
highlight the individual risk profile of the UCITS.
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1.4.3. Additional disclosure of a synthetic risk indicator

Where the UCITS has been set up at least one year before,
home Member States are also invited to consider as a possible
option requiring that the description referred to in point
1.4.1.(c) be supplemented by a synthetic indicator of risk in
just one figure or word, based on the volatility of the UCITS'
portfolio, in which case:

(a) the volatility of the UCITS' portfolio should be intended as
measuring the dispersion of the UCITS' return;

(b) the UCITS' return should be calculated taking into account
all the UCITS' net asset values (NAVs) of the period, e.g.
daily NAVs where this is the normal frequency of NAV
calculation as approved by the UCITS competent authori-
ties, computed by assessing the UCITS assets on that same
frequency.

1.5. Interpretation of ‘historical performance of the unit
trust/common fund/investment company (where applic-
able)’

In the third indent, Member States are recommended to inter-
pret the ‘historical performance of the unit trust/common fund/
investment company (where applicable)’ with ‘a warning that
this is not an indicator of future performance’ as meaning the
following information:

1.5.1 Disclosure of past performance:

(a) the UCITS' past performance, as presented using a bar chart
showing annual returns for the last 10 full consecutive
years. If the UCITS has been in existence for fewer than 10
years but at least for a period of one year, it is recom-
mended that the annual returns, calculated net of tax and
charges, be given for as many years as are available;

(b) if a UCITS is managed according to a benchmark or if its
cost structure includes a performance fee depending on a
benchmark, the information on the past performance of
the UCITS should include a comparison with the past
performance of the benchmark according to which the
UCITS is managed or the performance fee is calculated.
Member States are recommended to require that compar-
ison to be achieved by representing the past performance
of the benchmark and that of the UCITS on the same bar-
chart and/or separately.

1.5.2. Disclosure of cumulative (average) performance

Additionally, Member States are recommended to consider
requiring disclosure, either of the cumulative performance, or
the cumulative average performance of the fund over specific
periods of time (such as on three, five and 10 years). In case
they use either of these options, Member States are recom-
mended to require also a comparison with the cumulative
performance, or cumulative average performance (where rele-
vant) of a benchmark, when comparison to a benchmark is
required in accordance with point 1.5.1.(b).

1.5.3. Exclusion of subscription and redemption fees, subject to
appropriate disclosure

Taking into account existing regulatory standards, Member
States are recommended to consider, whether or not to require
subscription and redemption fees to be included in the calcula-
tion of the fund performance. However, Member States should
require the exclusion of that information (where relevant) to be
subject to an appropriate statement drawing attention to this
fact. Member States are also recommended to encourage their
competent authorities to ensure progressive convergence to
standards aligned on best practice in performance calculation.

1.5.4. Disclosure of a benchmark

Member States are also invited to consider as a possible option
requiring disclosure of a benchmark for all UCITS authorised in
their jurisdiction, regardless of the fact that the UCITS' invest-
ment objective does not explicitly refer to a benchmark.

2. As regards the economic information referred to in the
third heading of Schedule C in Annex I to Directive
85/611/EEC it is recommended that Member States
apply the following interpretations:

2.1. Interpretation of ‘tax regime’

In the first indent, Member States are recommended to inter-
pret ‘tax regime’ as meaning the following information:

(a) the tax regime applicable to the UCITS in its home Member
State;

(b) a statement which recalls that the regime of taxation of the
income or capital gains received by individual investors
depends on the tax law applicable to the personal situation
of each individual investor and/or to the place where the
capital is invested and that if investors are unclear as to
their fiscal position, they should seek professional advice or
information from local organisations, where available.

2.2 Interpretation of ‘entry and exit commissions’ and ‘other
possible expenses or fees’

2.2.1. Overall contents of the information provided

In the second and third indents, Member States are recom-
mended to interpret the ‘entry and exit commissions’ of the
fund and ‘other possible expenses or fees, distinguishing
between those to be paid by the unit-holder and those to be
paid out of the unit trust's/common fund's or the investment
company's assets’ as meaning the following information:

(a) disclosure of a total expense ratio (TER), calculated as indi-
cated in Annex I, except for newly created UCITS where a
TER cannot yet be calculated;
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(b) on an ex ante basis, disclosure of the expected cost struc-
ture, i.e. an indication of all costs available according to the
list set forth in Annex I so as to provide investors, insofar
as possible, with a reasonable estimate of expected costs;

(c) all entry and exit commissions and other expenses directly
paid by the investor;

(d) an indication of all the other costs not included in the TER,
including disclosure of transaction costs when these are
deemed to be available by the home Member State compe-
tent authorities;

(e) as an additional indicator of the importance of transaction
costs, the portfolio turnover rate, calculated as shown in
Annex II;

(f) an indication of the existence of fee-sharing agreements
and soft commissions.

The requirement set out in point (f) of the first paragraph
should not be interpreted as a general validation of the compli-
ance of any individual agreement or commission with Directive
85/611/EEC, and especially with Article 5f(1)(b) thereof, or
with national regulations. Taking into account current market
practice, Member States are therefore invited to require UCITS
to consider how far existing fee-sharing agreements and
comparable fee-arrangements are for the exclusive benefit of
the UCITS.

Member States are recommended to provide for the simplified
prospectus to make a reference to the full prospectus for
detailed information on that kind of arrangements, which
should allow any investor to understand to whom expenses are
to be paid and how possible conflicts of interest will be
resolved in his/her best interest. Member States are therefore
recommended to ensure that the information provided in the
simplified prospectus remains concise.

2.2.2. Precisions on the notions of ‘fee-sharing agreements’ and ‘soft
commissions’

2.2.2.1. Ide nt i f i c a t i on of ‘ fe e -sh a r i ng a g r e e me nts ’

Member States are recommended to identify and classify as fee-
sharing agreements those agreements whereby a party remun-
erated, either directly or indirectly, out of the assets of a UCITS
agrees to split its remuneration with another party and which
result in that other party meeting expenses through this fee-
sharing agreement that should normally be met, either directly
or indirectly, out of the assets of the UCITS.

Furthermore, Member States are recommended to consider the
following as fee-sharing agreements within the meaning of the
above paragraph:

(a) fee-sharing agreements on transaction costs between a
UCITS' management company and a broker whereby the
broker agrees to split with the management company the
transactions fees paid by the UCITS to the broker for
processing transactions for the UCITS;

(b) fee-sharing agreements in funds of funds between a UCITS
management company and another fund (or its manage-
ment company) whereby, if that UCITS invests in the fund,
part of the fees charged to that UCITS (either directly –
subscription/redemption fees – or indirectly – TER) because
of this investment will be paid by the target fund (or its
management company) to the UCITS management
company.

2.2.2.2. Ide nt i f i ca t i on of ‘ soft commi ss i ons ’

Member States are recommended to identify as soft commis-
sions any economic benefit, other than clearing and execution
services, that an asset manager receives in connection with the
fund's payment of commissions on transactions that involve
the fund's portfolio securities. Soft commissions are typically
obtained from, or through, the executing broker.

2.2.3. Presentation of TER and portfolio turnover rate

Member States are invited to allow both the TER and the port-
folio turnover rate to be either included in or attached to the
simplified prospectus in the same paper as information on past
performance.

3. The Member States are requested to inform the Commis-
sion, in so far as possible, by 30 September 2004 of any
measures they have taken further to this recommendation
and to inform it of the first results of its implementation, in
as far as they are able, no later than 28 February 2005.

4. This recommendation is addressed to the Member States.

Done at Brussels, 27 April 2004.

For the Commission
Frederik BOLKESTEIN

Member of the Commission
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ANNEX I

Total expense ratio (TER)

1. Definition of the TER

The total expense ratio (TER) of a UCITS is equal to the ratio of the UCITS' total operating costs to its average net
assets calculated as according to paragraph 3.

2. Included/excluded costs

2.1. The total operating costs are all the expenses which come in deduction of a UCITS' assets. These costs are usually
shown in a UCITS' statement of operations for the relevant fiscal period. They are assessed on an ‘all taxes included’
basis, which means that the gross value of expenses should be used.

2.2. They include any legitimate expenses of the UCITS, whatever their basis of calculation (e.g. flat-fee, asset-based,
transaction-based (1)), such as:

— management costs including performance fees,

— administration costs,

— fees linked to depository duties,

— audit fees,

— payments to shareholder services providers including payments to the UCITS' transfer agent and payments to
broker-dealers that are record owners of the UCITS' shares and that provide sub-accounting services for the
beneficial owners of the UCITS shares,

— payments to lawyers,

— any distribution or unit cancellation costs charged to the fund,

— registration fees, regulatory fees and similar charges,

— any additional remuneration of the management company (or any other party) corresponding to certain fee-
sharing agreements in accordance to point 4 below.

2.3. The total operating costs do not include:

— transaction costs which are costs incurred by a UCITS in connection with transactions on its portfolio. They
include brokerage fees, taxes and linked charges and the market impact of the transaction taking into account
the remuneration of the broker and the liquidity of the concerned assets,

— interest on borrowing,

— payments incurred because of financial derivative instruments,

— entry /exit commissions or any other fees paid directly by the investor,

— soft commissions in accordance with point 4.

3. Calculation method and disclosure

3.1 The TER is calculated at least once a year on an ex post basis, generally with reference to the fiscal year of the
UCITS. For specific purposes it may also be calculated for other time periods. The simplified prospectus should in
any case include a clear reference to an information source (e.g. the fund's website) where the investor may obtain
previous years'/periods' TER figures.

3.2 The average net assets must be calculated using figures that are based on the UCITS' net assets at each calculation
of the net asset value, e.g. daily NAVs where this is the normal frequency of NAV calculation as approved by the
UCITS competent authorities. Further circumstances or events which could lead to misleading figures have equally
to be taken into consideration.

Tax relief should not be taken into account.

The calculation method of the TER must be validated by the UCITS' auditors and/or competent authorities.
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4. Fee-sharing agreements and soft commissions

It regularly results from fee-sharing agreements on expenses that are generally not included in the TER, that the
management company or another party is actually meeting, in all or in part, operating costs that should normally
be included in the TER. They should therefore be taken into account when calculating the TER, by adding to the
total operating costs any remuneration of the management company (or another party) that derives from such fee-
sharing agreements.

There is no need to take into account fee-sharing agreements on expenses that are already in the scope of the TER.
Soft commissions should also be left outside the scope of the TER.

Thus:

— the remuneration of a management company through a fee-sharing agreement with a broker on transaction
costs and with other fund management companies in the case of funds of funds (if this remuneration has not
been already been taken into account in the synthetic TER or through other costs already charged to the fund
and therefore directly included into the TER) should anyway be taken into account in the TER,

— conversely, the remuneration of a management company through a fee-sharing agreement with a fund (except
when this remuneration falls under the scope of the specific fund-of-fund case covered in the previous indent)
should not be taken into account.

5. Performance fees

Performance fees should be included in the TER and should also be disclosed separately as a percentage of the
average net asset value.

6. UCITS investing in UCITS or in non-UCITS

When a UCITS invests at least 10 % of its net asset value in other UCITS or in non-UCITS which publish a TER in
accordance with this Annex, a synthetic TER corresponding to that investment should be disclosed.

The synthetic TER is equal to the ratio of:

— the UCITS' total operating costs expressed by its TER and all the costs suffered by the UCITS through holdings
in underlying funds (i.e. those expressed by the TER of the underlying funds weighted on the basis of the UCITS
investment proportion), plus the subscription and redemption fees of these underlying funds, divided by

— the average net assets of the fund.

As mentioned in the previous subparagraph, subscription fees and redemption fees of the underlying funds should
be included into the TER. Subscription and redemption fees may not be charged when the underlying funds belong
to the same group in accordance with Article 24(3) of Directive 85/611/EEC.

When any of the underlying non-UCITS does not publish a TER in accordance with this Annex, disclosure of costs
should be adapted in the following way:

— the impossibility of calculating the synthetic TER for that fraction of the investment must be disclosed,

— the maximum proportion of management fees charged to the underlying fund(s) must be disclosed in the
simplified prospectus,

— a synthetic figure of total expected costs, by calculating:

— a truncated synthetic TER incorporating the TER of each of those underlying funds for which the TER is
calculated according to this Annex, weighted on the basis of the UCITS investment proportion, and

— by adding, for each of the other underlying funds, the subscription and redemption fees plus the best avail-
able upper-bound assessment of TER-eligible costs. This should include the maximum management fee and
the last available performance fee for that fund, weighted on the basis of the UCITS investment proportion.

6. Umbrella funds/multiclass funds

In the case of umbrella funds, the TER should be calculated for each subfund. If, in the case of multiclass funds, the
TER differs between different share classes, a separate TER should be calculated and disclosed for each share class.
Furthermore, in keeping with the principle of equality among investors, where there are differences in fees and
expenses across classes, these different fees/expenses should be disclosed separately in the simplified prospectus. An
additional statement should indicate that the objective criteria (e.g. the amount of subscription), on which these
differences are based, are available in the full prospectus.
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ANNEX II

Portfolio turnover rate

A fund's or, where relevant, a compartment's portfolio turnover rate should be calculated in the following way:

Purchases of securities = X

Sales of securities = Y

Total 1 = Total of transactions in securities = X + Y

Issues/Subscriptions of units of the fund = S

Cancellations/redemptions of units of the fund = T

Total 2 = Total transactions in units of the fund = S + T

Reference average of total net assets = M

Turnover ¼ Total 1 - Total 2ð Þ
M

� �
� 100

The reference average of total net assets corresponds to the average of net asset values calculated with the same
frequency as under Annex I, Article 1(3). The turnover rate disclosed should correspond to the period(s) for which a
TER is disclosed. The simplified prospectus should in any case include a clear reference to an information source (e.g.
the fund's website) where the investor may obtain previous periods' p.
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Corrigendum to Commission Decision 2004/385/EC of 27 April 2004 conferring management of aid on imple-
menting agencies for preaccession measures in agriculture and rural development in Hungary in the preacces-

sion period

(Official Journal of the European Union L 144 of 30 April 2004)

Decision 2004/385/EC should read as follows:

COMMISSION DECISION

of 27 April 2004

conferring management of aid on implementing agencies for preaccession measures in agriculture
and rural development in Hungary in the preaccession period

(2004/385/EC)

THE COMMISSION OF THE EUROPEAN COMMUNITIES,

Having regard to the Treaty establishing the European Com-
munity,

Having regard to Council Regulation (EC) No 1266/1999 of 21
June 1999 on coordinating aid to the applicant countries in the
framework of the preaccession strategy and amending Regu-
lation (EEC) No 3906/89 (1), and in particular Article 12(2)
thereof,

Having regard to Council Regulation (EC) No 1268/1999 of 21
June 1999 on Community support for preaccession measures
for agriculture and rural development in the applicant countries
of central and eastern Europe in the preaccession period (2),
and in particular Article 4(5) and (6) thereof,

Whereas:

(1) The Special Programme for Agriculture and Rural Devel-
opment for Hungary (hereinafter Sapard) was approved
by Commission decision of 18 October 2000 (3), as last
amended by Commission decision of 25 February 2004,
in accordance with Article 4(5) and (6) of Regulation
(EC) No 1268/1999.

(2) The Government of Hungary and the Commission,
acting on behalf of the European Community, signed on
1 March 2001 the Multiannual Financing Agreement
laying down the technical, legal and administrative
framework for the execution of Sapard, as last amended
by the Annual Financing Agreement for 2003, signed on
28 July 2003, which finally entered into force on 22
December 2003.

(3) The Agriculture and Rural Development Agency (herein-
after ARDA), public institution with legal status, under
the subordination of the Ministry of Agriculture and
Rural Development has been appointed by the compe-

tent authority of Hungary for the implementation of
some of the measures defined in Sapard. The National
Fund within the Ministry of Finance has been appointed
for the financial functions it is due to perform in the
framework of the implementation of Sapard.

(4) On the basis of a case-by-case analysis of the national
and sectorial programme/project management capacity,
financial control procedures and structures regarding
public finance, as provided for in Article 12(2) of Regu-
lation (EC) No 1266/1999, the Commission adopted
Decision 2002/927/EC of 26 November 2002 confer-
ring management of aid on implementing agencies for
preaccession measures in agriculture and rural develop-
ment in Hungary in the preaccession period (4) with
regard to certain measures provided for in Sapard.

(5) The Commission has undertaken a further analysis under
Article 12(2) of Regulation (EC) No 1266/1999 in
respect of measure 1305 ‘Renovation and development
of villages and the protection and conservation of rural
heritage’ and measure 1306 ‘Development and diversifi-
cation of economic activities providing for multiple
activities and alternative income’ (hereinafter measures
1305 and 1306) as provided for in Sapard. The
Commission considers that, also with regard to those
measures, Hungary complies with the provisions of Arti-
cles 4 to 6 and of the Annex to Commission Regulation
(EC) No 2222/2000 of 7 June 2000 laying down finan-
cial rules for the application of Council Regulation (EC)
No 1268/1999 on Community support for preaccession
measures for agriculture and rural development in the
applicant countries of central and eastern Europe in the
preaccession period (5), and with the minimum condi-
tions set out in the Annex to Regulation (EC) No
1266/1999.
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(6) It is therefore appropriate to waive the ex ante approval
requirement referred to in Article 12(1) of Regulation
(EC) No 1266/1999 and to confer with regard to
measures 1305 and 1306 on the ARDA and on the
Ministry of Finance, National Fund, in Hungary the
management of aid on a decentralised basis.

(7) Since the verifications carried out by the Commission
for measures 1305 and 1306 are based on a system that
is not yet fully operating with regard to all relevant
elements, it is therefore appropriate to confer the
management of Sapard on the ARDA and on the
National Fund according to Article 3(2) of Regulation
No 2222/2000, on a provisional basis.

(8) Full conferral of management of Sapard is only envi-
saged after further verification to ensure that the system
operates satisfactorily has been carried out and after any
recommendations the Commission may issue, with
regard to the conferral of management of aid on the
ARDA and on the National Fund have been imple-
mented.

(9) On 2 April 2004, the Hungarian authorities proposed
the rules for eligibility of expenditure in accordance with
Article 4(1) of section B of the Multiannual Financing
Agreement. The Commission is called upon to take a
decision in this respect,

HAS DECIDED AS FOLLOWS:

Article 1

The requirement of ex ante approval by the Commission of
project selection and contracting for measures 1305 and 1306
by Hungary provided for in Article 12(1) of Regulation (EC) No
1266/1999 is hereby waived.

Article 2

Management of Sapard is conferred on a provisional basis to:

1. the ARDA under the subordination of the Ministry of Agri-
culture and Rural Development of Hungary, Alkotmány út
29, District V, Budapest, for the implementation of
measures 1305 and 1306 as defined in the Programme for
Agriculture and Rural Development that was approved in
accordance with Commission Decision C(2000) 2738 final
of 18 October 2000, as last amended by the Commission
decision, adopted on 25 February 2004;

2. the National Fund within the Ministry of Finance in
Hungary, József Nádor tér 2-4., District V, Budapest, for the
financial functions it is due to perform in the framework of
the implementation of Sapard for measures 1305 and 1306
for Hungary.

Article 3

Expenditure pursuant to this decision shall be eligible for Com-
munity co-financing only if incurred by beneficiaries from the
date of this decision, or if later, the date of the instrument
making them a beneficiary for the project in question, except
for feasibility and related studies, where this date shall be 18
October 2000, provided in all cases it has not been paid by the
ARDA prior to the date of this decision.

Article 4

Without prejudice to any decisions granting aid under Sapard
to individual beneficiaries, the rules for eligibility of expendi-
ture proposed by Hungary by letter of 2 April 2004 and regis-
tered in the Commission under No AGR A 11682 of 6 April
2004, shall apply.

Done at Brussels, 27 April 2004.

For the Commission
Franz FISCHLER

Member of the Commission
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Corrigendum to Commission Decision 2004/386/EC of 28 April 2004 on the financial contribution by the Com-
munity towards the World Organisation for Animal Health for the OIE mediated process in 2004

(Official Journal of the European Union L 144 of 30 April 2004)

Decision 2004/386/EC should read as follows:

COMMISSION DECISION

of 28 April 2004

on the financial contribution by the Community towards the World Organisation for Animal
Health for the OIE mediated process in 2004

(Text with EEA relevance)

(2004/386/EC)

THE COMMISSION OF THE EUROPEAN COMMUNITIES,

Having regard to the Treaty establishing the European Com-
munity,

Having regard to Council Decision 90/424/EEC of 26 June
1990 on expenditure in the veterinary field (1), and in particular
Article 20 thereof,

Whereas:

(1) Pursuant to Decision 90/424/EEC the Community is to
undertake or assist the Member States in undertaking the
technical and scientific measures necessary for the devel-
opment of Community veterinary legislation and for the
development of veterinary education or training.

(2) At the request of both the European Union and the
United States of America, the World Organisation for
Animal Health (OIE) convened a meeting at its head-
quarters on 11 February 2004 with representatives of
both parties. The discussions were conducted under the
auspices of the OIE in order to solve the problems asso-
ciated with the interpretation of and the adherence to
the current OIE standards in the Terrestrial Animal
Health Code of the OIE on BSE (Terrestrial Code).

(3) The final outcome of the discussions could be of use for
further proposals for amendment of the Terrestrial Code
on BSE and subsequently be part of the further develop-
ment of Community veterinary legislation.

(4) The Community should consequently support the parti-
cipation by the European Union in the OIE delegated
process for which the costs are budgeted at EUR 8 000
for each delegation.

(5) The financial resources necessary for the Community
contribution to the OIE mediated process in February
2004 should therefore be engaged.

(6) The measures provided for in this Decision are in
accordance with the opinion of the Standing Committee
on the Food Chain and Animal Health,

HAS DECIDED AS FOLLOWS:

Sole Article

The participation by the European Union in the OIE mediated
process to be financed from budget heading 17 04 02 of the
budget of the European Union for 2004 to a maximum
amount of EUR 8 000, is hereby approved.

Done at Brussels, 28 April 2004.

For the Commission
David BYRNE

Member of the Commission
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Corrigendum to Commission Recommendation 2004/394/EC of 29 April 2004 on the results of the risk evalua-
tion and the risk reduction strategies for the substances: acetonitrile; acrylamide; acrylonitrile; acrylic acid;
butadiene; hydrogen fluoride; hydrogen peroxide; methacrylic acid; methyl methacrylate; toluene; trichloroben-

zene

(Official Journal of the European Union L 144 of 30 April 2004)

Recommendation 2004/394/EC should read as follows:

COMMISSION RECOMMENDATION

of 29 April 2004

on the results of the risk evaluation and the risk reduction strategies for the substances: acetoni-
trile; acrylamide; acrylonitrile; acrylic acid; butadiene; hydrogen fluoride; hydrogen peroxide;

methacrylic acid; methyl methacrylate; toluene; trichlorobenzene

(notified under document number C(2004) 1446)

(Text with EEA relevance)

(2004/394/EC)

THE COMMISSION OF THE EUROPEAN COMMUNITIES,

Having regard to the Treaty establishing the European
Community,

Having regard to Council Regulation (EEC) No 793/93 of 23
March 1993 on the evaluation and control of the risks of
existing substances (1) and in particular Article 11(2) thereof,

Whereas:

(1) In the framework of Council Regulation (EEC) No
793/93 the following substances have been identified as
priority substances for evaluation in accordance with
Commission Regulation (EC) No 1179/94 of 25 May
1994 concerning the first list of priority substances as
foreseen under Council Regulation (EEC) No 793/93 (2),
which also designates for those substances the following
rapporteur Member States:

— acetonitrile, rapporteur Member State: Spain,

— acrylamide, rapporteur Member State: the United
Kingdom,

— acrylonitrile, rapporteur Member State: Ireland,

— acrylic acid, rapporteur Member State: Germany,

— butadiene, rapporteur Member State: the United
Kingdom,

— hydrogen fluoride, rapporteur Member State: the
Netherlands,

— methacrylic acid, rapporteur Member State:
Germany,

— methyl methacrylate, rapporteur Member State:
Germany.

(2) In the framework of Council Regulation (EEC) No
793/93 the following substances have been identified as
a priority substances for evaluation in accordance with
Commission Regulation (EC) No 2268/95 of 28
September 1995 concerning the second list of priority
substances as foreseen under Council Regulation (EEC)
No 793/93 (3), which also designates for those
substances the following rapporteur Member States:

— hydrogen peroxide, rapporteur Member State:
Finland,

— toluene, rapporteur Member State: Denmark,

— trichlorobenzene, rapporteur Member State:
Denmark.

(3) Those rapporteur Member States have completed all the
risk evaluation activities with regard to man and the
environment for those substances and have suggested a
strategy for limiting the risks in accordance with
Commission Regulation (EC) No 1488/94 of 28 June
1994 laying down the principles for the assessment of
risks to man and the environment of existing substances
in accordance with Council Regulation (EEC) No
793/93 (4).

(4) The Scientific Committee on Toxicity, Ecotoxicity and
the Environment (CSTEE) has been consulted and has
issued an opinion with respect to the risk evaluations
carried out by the Member States rapporteurs.

(5) The results of the risk evaluation are set out in the
Annex.
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(6) On the basis of the measures recommended by the
rapporteur, the Member States and the interested sector
should where appropriate take into account the agreed
risk evaluation and implement the relevant recommen-
dations, to ensure risk to human health and the environ-
ment is controlled for each of the substances for which a
risk assessment has been carried out. The Commission
has also listed community legislative measures to which
priority should be given.

(7) The measures provided for in this recommendation are
in accordance with the opinion of the Committee set up
pursuant to Article 15 of Regulation (EEC) No 793/93,

HEREBY RECOMMENDS:

1. All sectors importing, producing, transporting, storing,
formulating into a preparation or other processing, using,
disposing or recovering the following substances:

1. Acetonitrile;

2. CAS No 75-05-8

3. Einecs No 200-835-2

4. Acrylamide;

5. CAS No 79-06-1

6. Einecs No 201-173-7

7. Acrylonitrile;

8. CAS No 107-13-1

9. Einecs No 203-466-5

10. Acrylic acid;

11. CAS No 79-10-7

12. Einecs No 201-177-9

13. Butadiene;

14. CAS No 106-99-0

15. Einecs No 203-450-8

16. Hydrogen fluoride;

17. CAS No 7664-39-3

18. Einecs No 231-634-8

19. Hydrogen peroxide;

20. CAS No 7722-84-1

21. Einecs No 231-765-0

22. Methacrylic acid;

23. CAS No 79-41-4

24. Einecs No 201-204-4

25. Methyl methacrylate;

26. CAS No 80-62-6

27. Einecs No 201-297-1

28. Toluene;

29. CAS No 108-88-3

30. Einecs No 203-625-9

31. Trichlorobenzene;

32. CAS No 120-82-1

33. Einecs No 204-428-0,

should take into account the results of the risk evaluation
set out in the section Risk assessment of parts 1 to 11 of
the Annex for each of the substances mentioned.

2. The strategy for limiting risks set out in the section Strategy
for limiting risks of Parts 1 to 11 of the Annex to this
recommendation should be implemented. Where it is
considered that no risks are expected, the information
should be used to ensure the current risk reduction
measures are maintained.

This Recommendation is addressed to all sectors importing,
producing, transporting, storing, formulating into a
preparation or other processing, using, disposing or reco-
vering the following substances and to the Member States.

Done at Brussels, 29 April 2004.

For the Commission
Margot WALLSTRÖM

Member of the Commission
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ANNEX

PART 1

CAS No 75-05-8 Einecs No 200-835-2

Structural formula: CH3–C ≡ N

Einecs name: Acetonitrile

IUPAC name: Acetonitrile

Rapporteur: Spain

Classification (1): F: R11

Xn: R20/21/22

Xi: R36

The risk assessment is based on current practices related to the life cycle of the substance produced in or imported into
the European Community as described in the comprehensive Risk Assessment Report forwarded to the Commission by
the Member State Rapporteur (2). The risk assessment has, based on the available information, determined that in the
European Community the substance is mainly used as an intermediate for synthesis of industrial chemicals, pharmaceuti-
cals and pesticides, and in the manufacturing of photographic film. Other uses include as a solvent in various extraction
processes and in research and analytical laboratories. It was not possible to obtain information on the use of the total
volume of substance produced in or imported into the European Community, therefore, some uses may exist which are
not covered by this risk assessment.

The risk assessment has identified other sources of exposure of the substance to man and the environment, in particular,
the substance is produced during biomass burning and is present in automobile exhaust, which do not result from the
life-cycle of the substance produced in or imported into the European Community. The assessment of the risks arising
from these exposures are not part of this risk assessment. The comprehensive Risk Assessment Reports as forwarded to
the Commission by the Member State Rapporteur does however provide information about these risks.

RISK ASSESSMENT

A. Human health

The conclusions of the evaluation of the risks to

WORKERS

is that there is a need for specific measures to limit the risks. This conclusion is reached because of:

— concerns for general systemic toxicity as a consequence of dermal exposure arising from use as a solvent and as an
intermediate.

The conclusions of the evaluation of the risks to

CONSUMERS and HUMANS EXPOSED VIA THE ENVIRONMENT

is that there is at present no need for further information and/or testing or for risk reduction measures beyond those
which are being applied. This conclusion is reached because:

— the risk assessment shows that risks are not expected. Risk reduction measures already being applied are considered
sufficient.
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The conclusions of the evaluation of the risks to

HUMAN HEALTH (physicochemical properties)

is that there is at present no need for further information and/or testing or for risk reduction measures beyond those
which are being applied. This conclusion is reached because:

— the risk assessment shows that risks are not expected. Risk reduction measures already being applied are considered
sufficient.

B. Environment

The conclusions of the evaluation of the risks to the environment for

ATMOSPHERE

is that there is at present no need for further information and/or testing or for risk reduction measures beyond those
which are being applied. This conclusion is reached because:

— the risk assessment shows that risks related to the environmental spheres mentioned above are not expected. Risk
reduction measures already being applied are considered sufficient.

The conclusions of the evaluation of the risks to the environment for

AQUATIC ECOSYSTEM and TERRESTRIAL ECOSYSTEM

is that there is a need for specific measure to limit the risks. The conclusion is reached because of:

— concerns for the aquatic and terrestrial ecosystems as a consequence of exposure arising from use of the substance in
the pharmaceutical industry.

The conclusions of the evaluation of the risks to the environment for

MICRO-ORGANISMS IN THE SEWAGE TREATMENT PLANT

is that there is a need for specific measures to limit the risks. This conclusion is reached because of:

— concerns for effects on sewage treatment plants as a consequence of exposure arising from the use of the substance
in the pharmaceutical industry.

STRATEGY FOR LIMITING RISKS

The risk assessment has identified other sources of acetonitrile emissions (eg burning of fossil fuels). This is outside the
scope of Council Regulation (EEC) 793/93 and has not been considered in the Risk Reduction Strategy.

for WORKERS

The legislation for workers protection currently in force at Community level is considered to give an adequate frame-
work to limit the risks of the substance to the extent needed and shall apply.

Within this framework it is recommended:

— to consider revising the current occupational exposure limit value adopted under Commission Directive
91/322/EEC (1) to provide an indication that dermal exposure can make a contribution to the worker body burden.

for ENVIRONMENT

— that the European Commission should consider the inclusion of acetonitrile in the priority list of Annex X to
Council and Parliament Directive 2000/60/EC (2) (Water Framework Directive) during the next review of this Annex.
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— to facilitate permitting under Council Directive 96/61/EC (1) (Integrated Pollution Prevention and Control) this
substance should be included in the ongoing work to develop guidance on ‘Best Available Techniques’ (BAT). It is
recommended that Member States should carefully monitor the implementation of BAT by permitting and report
any important developments to the Commission in the framework of the exchange of information on BAT.

— local emissions to the environment should, where necessary, be controlled by national rules to ensure that no risk
for the environment is expected.

PART 2

CAS No 79-06-1 Einecs No 201-173-7

Structural formula: CH2 = CH–CONH2

Einecs name: Acrylamide

IUPAC name: 2-propenamide

Rapporteur: United Kingdom

Classification (2): Carc.Cat.2:R45

Muta.Cat.2:R46

Repro.Cat.3:R62

T:R25

T:R48/23/24/25

Xn:R20/21

Xi:R36/38

R43

The risk assessment is based on current practices related to the life-cycle of the substance produced in or imported into
the European Community as described in the comprehensive Risk Assessment Report forwarded to the Commission by
the Member State Rapporteur (3).

The risk assessment has, based on the available information, determined that in the European Community the substance
is mainly used as an intermediate in the chemical industry for the production of polyacrylamide. Other uses are as on-
site preparation of polyacrylamide gels and as grouting agents. The main uses of polyacrylamide are in waste water treat-
ment, paper and pulp processing and mineral processing; minor uses include as cosmetic additives and as soil condi-
tioners. It was not possible to obtain information on the use of the total volume of substance produced in or imported
into the European Community, therefore some uses may exist which are not covered by this risk assessment.

RISK ASSESSMENT

A. Human health

The conclusions of the evaluation of the risks to

WORKERS

is that there is a need for specific measures to limit the risks. This conclusion is reached because of:

— concerns for mutagenicity and carcinogenicity as a consequence of exposure arising from production of the
substance, use as an intermediate in the chemical industry for the production of polyacrylamide, use of polyacryla-
mide, use of polyacrylamide gels for electrophoresis and use of acrylamide based grouts (small and large scale appli-
cations).
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— concerns for neurotoxicity and reproductive toxicity as a consequence of exposure arising from the small and large
scale use of acrylamide based grouts.

The conclusions of the evaluation of the risks to

CONSUMERS

— is that risks can not be excluded at any exposure, as the substance is identified as a non-threshold carcinogen. The
adequacy of existing controls and the feasibility and practicability of further specific measures should be considered.
However, the risk assessment indicates that risks are already low. This should be taken into account when consid-
ering the adequacy of existing controls and the feasibility and practicability of further specific risk reduction
measures.

The conclusions of the evaluation of the risks to

HUMANS EXPOSED VIA THE ENVIRONMENT

is that there is a need for specific measures to limit the risks. This conclusion is reached because of:

— concerns for neurotoxicity, reproductive toxicity, mutagenicity and carcinogenicity as a consequence of exposure
resulting from the use of acrylamide based grouts in large scale construction applications.

In addition to the conclusion given above, risks cannot be excluded considering the remaining uses, as the substance is
identified as a non-threshold carcinogen. The adequacy of existing controls and the feasibility and practicability of
further specific measures should be considered. However, the risk assessment indicates that risks are already low. This
should be taken into account when considering the adequacy of existing controls and the feasibility and practicability of
further specific risk reduction measures.

The conclusion of the assessment of the risks to

HUMAN HEALTH (physicochemical properties)

is that there is at present no need for further information and/or testing or for risk reduction measures beyond those
which are being applied. This conclusion is reached because:

— the risk assessment shows that risks are not expected. Risk reduction measures already being applied are considered
sufficient.

B. Environment

The conclusions of the evaluation of the risks to the environment for

AQUATIC ECOSYSTEM

is that there is a need for specific measures to limit the risks. The conclusion is reached because of:

— concerns for the aquatic ecosystem as a consequence of exposure arising from the use of acrylamide based grouts in
construction applications, and to indirect exposure of other organisms through contaminated water from the same
use.

The conclusion of the assessment of the risks to the

ATMOSPHERE

is that there is at present no need for further information and/or testing or for risk reduction measures beyond those
which are being applied. This conclusion is reached because:

— the risk assessment shows that risks related to the environmental spheres mentioned above are not expected. Risk
reduction measures already being applied are considered sufficient.

The conclusion of the assessment of the risks to the

TERRESTRIAL ECOSYSTEM

is that there is a need for further information and/or testing. This conclusion is reached because of:

— concerns for use of acrylamide-based grouts in construction applications. The information and/or testing requirement
is:

— information to refine the risk evaluation for the environment.

The need to obtain this information was re-evaluated in light of the risk reduction strategy and is no longer required
(see section II Strategy for limiting risks).
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The conclusion of the assessment of the risks to the

MICRO-ORGANISMS IN THE SEWAGE TREATMENT PLANT

is that there is at present no need for further information and/or testing or for risk reduction measures beyond those
which are being applied. This conclusion is reached because:

— the risk assessment shows that risks related to the environmental spheres mentioned above are not expected. Risk
reduction measures already being applied are considered sufficient.

STRATEGY FOR LIMITING RISKS

for HUMAN HEALTH and the ENVIRONMENT

It is recommended:

— to consider at Community level marketing and use restrictions in Council Directive 76/769/EEC (1) for the use of
acrylamide (2) in grouts for small and large-scale applications,

— further work may be necessary to determine if derogations can be justified,

— the marketing and use restrictions proposed will eliminate the need for more information to refine the risk evalua-
tion for the environment.

for WORKERS

The legislation for worker protection currently in force at Community level is generally considered to give an adequate
framework to limit the risks of the substance to the extent needed and shall apply.

Within this framework it is recommended:

— to establish at community level occupational exposure limit values for acrylamide.

for CONSUMERS

— The existing legislative measures for consumer protection, in particular the provisions under Directive 76/769/EEC
(Marketing and Use Directive) as regards substances that are carcinogenic, mutagenic and toxic to reproduction
(CMR substances), and Directive 2001/95/EC of the European Parliament and of the Council (general product
safety) (3) as regards products which are considered sufficient to address the risks identified.

PART 3

CAS No 107-13-1 Einecs No 203-466-5

Structural Formula: CH2 = CH – C ≡ N

Einecs Name: Acrylonitrile

IUPAC Name: 2-propenenitrile

Rapporteur: Ireland

Classification (4): F:R11

Carc.Cat.2:R45

T:R23/24/25

Xi:R37/38

R41

R43

N:R51/53
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The risk assessment is based on current practices related to the lifecycle of the substance produced in or imported into
the European Community as described in the comprehensive Risk Assessment Report forwarded to the Commission by
the Member State rapporteur (1).

The risk assessment has, based on the available information, determined that in the European Community the substance
is mainly used as a monomer in the production of polymeric materials, primarily acrylic and modacrylic fibres, acryloni-
trile-butadiene-styrene plastics and styrene-acrylonitrile plastics. Other uses are as a monomer in the synthesis of novel
polymeric materials, production of acrylamide, adiponitrile, fatty amines and fatty alcohols.

The risk assessment has identified other sources of exposure to the substance, relevant for man and the environment,
which do not result from the life cycle of the substance produced in or imported into the European Community, in par-
ticular, the substance is produced during combustion of fossil fuels. The assessment of the risks arising from these expo-
sures are not part of this risk assessment. The comprehensive Risk Assessment Report, as forwarded to the Commission
by the Member State Rapporteur, does however provide information which could be used to assess these risks.

RISK ASSESSMENT

A. Human health

The conclusions of the evaluation of the risks to

WORKERS

is that there is a need for specific measures to limit the risks. This conclusion is reached because of:

— concerns for general systemic effects and carcinogenicity as a consequence of exposure arising during the production
and processing of the substance.

The conclusions of the evaluation of the risks to

CONSUMERS and HUMANS EXPOSED VIA THE ENVIRONMENT

are that there is a need for specific measures to limit the risks. This conclusion is reached because:

— Risks can not be excluded for all exposure scenarios, as the substance is currently regarded as a non-threshold carci-
nogen. The adequacy of existing controls and the feasibility and practicability of further specific measures should be
considered. However, the risk assessment indicates that risks are already low. This should be taken into account
when considering the adequacy of existing controls and the feasibility and practicability of further specific risk reduc-
tion measures.

The conclusion of the assessment of the risks to

HUMAN HEALTH (physicochemical properties)

is that there is at present no need for further information and/or testing or for risk reduction measures beyond those
which are being applied. This conclusion is reached because:

— the risk assessment shows that risks are not expected. Risk reduction measures already being applied are considered
sufficient.

B. Environment

The conclusions of the evaluation of the risks to the environment for

AQUATIC ECOSYSTEM

is that there is a need for specific measure to limit the risks. The conclusion is reached because of:

— concerns for effects on the local aquatic sphere as a consequence of exposure arising from production of acrylic
fibres at a particular site.

The conclusion of the assessment of the risks to the

ATMOSPHERE and TERRESTRIAL ECOSYSTEM

is that there is at present no need for further information and/or testing or for risk reduction measures beyond those
which are being applied. This conclusion is reached because:

— the risk assessment shows that risks related to the environmental spheres mentioned above are not expected. Risk
reduction measures already being applied are considered sufficient.
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The conclusion of the assessment of the risks for

MICRO-ORGANISMS IN THE SEWAGE TREATMENT PLANT

is that there is at present no need for further information and/or testing or for risk reduction measures beyond those
which are being applied. This conclusion is reached because:

— the risk assessment shows that risks related to the environmental sphere mentioned above are not expected. Risk
reduction measures already being applied are considered sufficient

STRATEGY FOR LIMITING RISKS

The risk assessment has identified other sources of acrylonitrile emissions (e.g. burning of fossil fuels). This is outside the
scope of Regulation (EEC) No 793/93 and has not been considered in the risk reduction strategy.

for WORKERS

The legislation for workers protection currently in force at Community level is generally considered to give an adequate
framework to limit the risks of the substance to the extent needed and shall apply.

Within this framework it is recommended:

— to establish at community level occupational exposure limit values for Acrylonitrile

for CONSUMERS and HUMANS EXPOSED VIA THE ENVIRONMENT

— The existing legislative measures for the protection of consumers and humans exposed via the environment, in par-
ticular the provisions under the Directive 76/769/EEC (marketing and use Directive) as regards CMR substances,
Directive 2001/95/EC (general product safety) as regards products, and Directive 96/61/EC (integrated pollution
prevention and control) are considered sufficient to address the risks identified.

for the ENVIRONMENT

— to facilitate permitting under Directive 96/61/EC (integrated pollution prevention and control) this substance should
be included in the ongoing work to develop guidance on ‘best available techniques’ (BAT). It is recommended that
Member States should carefully monitor the implementation of BAT by permitting and report any important devel-
opments to the Commission in the framework of the exchange of information on BAT,

— local emissions to the environment should, where necessary, be controlled by national rules to ensure that no risk
for the environment is expected.

PART 4

CAS No 79-10-7 Einecs No 201-177-9

Structural formula: CH2 = CH–COOH

Einecs name: Acrylic Acid

IUPAC name: 2-propenoic acid

Rapporteur: Germany

Classification (1): C:R35

Xn:R20/21/22

R10

N:R50
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The risk assessment is based on current practices related to the life cycle of the substance produced in or imported into
European Community as described in the comprehensive Risk Assessment Report forwarded to the Commission by the
Member State rapporteur (1).

The risk assessment has, based on the available information, determined that in the European Community the substance
is mainly used as an intermediate in the production of poly-acrylates. Other uses are as an ingredient in adhesives and
its occurrence as a residual monomer in adhesives, paints, binding agents, printing inks, sanitary towels, panty-liners and
nappy pants. Polyacrylates are mainly used as co-builders in phosphate free washing agents, in flocculating agents and
for treatment of drinking and waste water. It was not possible to obtain information on the use of the total volume of
substance produced in or imported into the European Community, therefore, some uses may exist which are not
covered by this risk assessment.

The risk assessment has identified other sources of exposure to the substance, relevant for man and the environment, in
particular, during the use of acrylate based grouting agents, as a decomposition product during the production of
printed circuit boards and during the removal of paints using gas flames, which do not result from the life-cycle of the
substance produced in or imported into the European Community. The assessment of the risks arising from these expo-
sures are part of this risk assessment.

RISK ASSESSMENT

A. Human health

The conclusion of the assessment of the risks to

WORKERS

is that there is a need for specific measures to limit the risks. This conclusion is reached because of:

— concerns for respiratory tract irritation and corrosivity as a consequence of single inhalation exposure arising from
production and processing, production of adhesives containing the substance and use of adhesives containing the
substance,

— concerns for local effects as a consequence of repeated inhalation exposure arising from production of adhesives
containing the substance and use of adhesives containing the substance,

— concerns for general systemic toxicity as a consequence of repeated inhalation exposure arising from production and
use of adhesives containing the substance.

The conclusion of the assessment of the risks to

CONSUMERS and HUMANS EXPOSED VIA THE ENVIRONMENT

is that there is at present no need for further information and/or testing or for risk reduction measures beyond those
which are being applied. This conclusion is reached because:

— the risk assessment shows that risks are not expected. Risk reduction measures already being applied are considered
sufficient.

The conclusion of the assessment of the risks to

HUMAN HEALTH (physicochemical properties)

is that there is at present no need for further information and/or testing or for risk reduction measures beyond those
which are being applied. This conclusion is reached because:

— the risk assessment shows that risks are not expected. Risk reduction measures already being applied are considered
sufficient.

B. Environment

The conclusions of the evaluation of the risks to the environment for

AQUATIC ECOSYSTEM

is that there is a need for specific measures to limit the risks. The conclusion is reached because of:

— concerns for effects on the local aquatic ecosystem as a consequence of exposure arising from wet polymerisation
processes including wet production of super absorber polymers and the use of acrylate based grouts.
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The conclusion of the assessment of the risks to the

ATMOSPHERE and TERRESTRIAL ECOSYSTEM

is that there is at present no need for further information and/or testing or for risk reduction measures beyond those
which are being applied. This conclusion is reached because:

— the risk assessment shows that risks are not expected. Risk reduction measures already being applied are considered
sufficient.

The conclusion of the assessment of the risks to

MICRO-ORGANISMS IN THE SEWAGE TREATMENT PLANT

is that there is a need for further information and/or testing. This conclusion is reached because

— there is a need for better information to adequately characterise the risk to municipal waste water treatment plants
as a consequence of exposure from the use of the substance for wet polymerisation including the production of
super absorber polymers.

The information and/or test requirements are

— Further data reflecting integrity of native ciliate populations in sewage.

STRATEGY FOR LIMITING RISKS

for WORKERS

The legislation for workers' protection currently in force at Community level is generally considered to give an adequate
framework to limit the risks of the substance to the extent needed and shall apply.

Within this framework it is recommended:

— to establish at community level occupational exposure limit values for acrylic acid.

— that employers using adhesives containing acrylic acid should take note of the practical non-binding guidance, to be
developed by the Commission as foreseen under Article 12(2) of Council Directive 98/24/EC (1) (chemical agents
Directive), and of any sector specific guidance developed at national level based on this guidance.

for ENVIRONMENT

it is recommended that:

for Acrylic Acid released from chemical grouts:

— to establish a harmonised European testing and assessment scheme for chemical grouts,

— to regulate general conditions for use of chemical grouts at EU level, including requirements on comprehensive
training of planners and field personnel, whereas local aspects should be considered by the respective local supervi-
sory authorities,

— local emissions to the environment should, where necessary, be controlled by national rules to ensure that no risk
for the environment is expected;

for Acrylic Acid used in wet polymerisation processes at downstream user sites (processing capacity > 500 t/a) and in
SAP production:

— that the European Commission should consider the inclusion of acrylic acid in the priority list of Annex X to Direc-
tive 2000/60/EC (water framework Directive) during the next review of this Annex and should consider measures
such as harmonised requirements for prior authorisation of discharges and emissions into water for the respective
plants,
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— to facilitate permitting under Directive 96/61/EC (integrated pollution prevention and control) this substance should
be included in the ongoing work to develop guidance on ‘best available techniques’ (BAT). It is recommended that
Member States should carefully monitor the implementation of BAT by permitting and report any important devel-
opments to the Commission in the framework of the exchange of information on BAT,

— local emissions to the environment should, where necessary, be controlled by national rules to ensure that no risk
for the environment is expected.

PART 5

CAS No 106-99-0 Einecs No 203-450-8

Structural formula: CH2 = CH – CH = CH2

Einecs name: Butadiene

IUPAC name: 1,3-Butadiene

Rapporteur: United Kingdom

Classification (1): F+:R12

Carc.Cat.1:R45

Muta.Cat.2:R46

The risk assessment is based on current practices related to the life cycle of the substance produced in or imported into
the European Community as described in the comprehensive Risk Assessment Report forwarded to the Commission by
the Member State rapporteur (2).

The risk assessment has, based on the available information, determined that in the European Community the substance
is mainly used as an intermediate in the polymer industry. The major uses of 1,3-butadiene are in the manufacture of
synthetic rubber such as styrene-butadiene rubber (SBR) and polybutadiene rubber, thermoplastic resins such as acryloni-
trile-butadiene-styrene (ABS), and styrene-butadiene latex. It is also used as a chemical intermediate in the production of
neoprene for automotive and industrial rubber goods, in the production of methylmethacrylate-butadiene-styrene (MBS)
polymer, which is used as a polyvinyl chloride (PVC) reinforcing agent, and for producing adiponitrile, a nylon
precursor. It was not possible to obtain information on the use of the total volume of substance produced in or
imported into the European Community, therefore, some uses may exist which are not covered by this risk assessment.

RISK ASSESSMENT

A. Human health

The conclusions of the evaluation of the risks to

WORKERS

is that there is a need for specific measures to limit the risks. This conclusion is reached because of:

— concerns for mutagenicity and carcinogenicity as a consequence of exposure arising from production and use as an
intermediate in the polymer industry.

The conclusions of the evaluation of the risks to

CONSUMERS and HUMANS EXPOSED VIA THE ENVIRONMENT

is that there is a need to limit the risks. This conclusion is reached because:

— risks can not be excluded for all exposure scenarios, as the substance is identified as a non-threshold carcinogen. The
adequacy of existing controls and the feasibility and practicability of further specific measures should be considered.
However, the risk assessment indicates that risks are already low. This should be taken into account when consid-
ering the adequacy of existing controls and the feasibility and practicability of further specific risk reduction
measures.
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(1) The classification of the substance is established by Commission Directive 2001/59/EC of 6 August, adapting to technical progress
for the 28th time Council Directive 67/548/EEC on the approximation of the laws, regulations and administrative provisions relating
to the classification, packaging and labelling of dangerous substances (OJ L 225, 21.8.2001, p. 1).
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The conclusion of the assessment of the risks to

HUMAN HEALTH (physicochemical properties)

is that there is at present no need for further information and/or testing or for risk reduction measures beyond those
which are being applied. This conclusion is reached because:

— the risk assessment shows that risks are not expected. Risk reduction measures already being applied are considered
sufficient.

B. Environment

The conclusions of the evaluation of the risks to the environment for

ATMOSPHERE, AQUATIC ECOSYSTEM and TERRESTRIAL ECOSYSTEM

is that there is at present no need for further information and/or testing or for risk reduction measures beyond those
which are being applied. This conclusion is reached because:

— the risk assessment shows that risks related to the environmental spheres mentioned above are not expected. Risk
reduction measures already being applied are considered sufficient.

The conclusions of the evaluation of the risks to the environment for

MICRO-ORGANISMS IN THE SEWAGE TREATMENT PLANT

is that there is at present no need for further information and/or testing or for risk reduction measures beyond those
which are being applied. This conclusion is reached because:

— the risk assessment shows that risks are not expected. Risk reduction measures already being applied are considered
sufficient.

STRATEGY FOR LIMITING RISKS

for WORKERS

The legislation for workers' protection currently in force at Community level is generally considered to give an adequate
framework to limit the risks of the substance to the extent needed and shall apply.

Within this framework it is recommended:

— to establish at community level occupational exposure limit values for butadiene.

for CONSUMERS and HUMANS EXPOSED VIA THE ENVIRONMENT

the existing legislative measures for the protection of consumers and humans exposed via the environment, in particular
the provisions under the Directive 76/769/EEC (marketing and use Directive) as regards CMR substances, Directive
2001/95/EC (general product safety) as regards products, and Directive 96/61/EC (integrated pollution prevention and
control) are considered sufficient to address the risks identified.

PART 6

CAS No 7664-39-3 Einecs No 231-634-8

Structural formula: HF

Einecs name: Hydrofluoric acid, anhydrous hydrofluoric acid

IUPAC name: Hydrogen fluoride

Rapporteur: Netherlands

Classification (1): T+:R26/27/28

C: R34
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(1) The classification of the substance is established by Commission Directive 2000/32/EC of 19 May 2000, adapting to technical
progress for the 26th time Council Directive 67/548/EEC on the approximation of the laws, regulations and administrative provisions
relating to the classification, packaging and labelling of dangerous substances (OJ L 136, 8.6.2000, p. 1).



The risk assessment is based on current practices related to the life cycle of the substance produced in or imported into
the European Community as described in the comprehensive Risk Assessment Report forwarded to the Commission by
the Member State rapporteur (1).

The risk assessment has, based on the available information, determined that in the European Community the substance
is mainly used as an intermediate in the chemical industry for the synthesis of organofluoride compounds and inorganic
fluorides. Other uses are as a pickling Other uses are agent for metal surfaces, an etching agent for glass surfaces and
surface cleaning. It was not possible to obtain information on the use of the total volume of substance produced in or
imported into the European Community, therefore, some uses may exist which are not covered by this risk assessment.

The risk assessment has identified other sources of exposure of the substance to man and the environment, in particular,
releases of hydrogen fluoride from iron/steel and aluminium industry, glass, ceramic and brick industry, power plants
and phosphate chemical producers, which does not result from the life-cycle of the substance produced in or imported
into the European Community. The assessment of the risks arising from these exposures are not part of this risk assess-
ment. The risk assessment forwarded to the Commission by the Member State Rapporteur does however provide infor-
mation which could be used to assess these risks.

RISK ASSESSMENT

A. Human health

The conclusions of the evaluation of the risks to

WORKERS

is that there is a need for specific measures to limit the risks. This conclusion is reached because of:

— concerns for skin, eye and respiratory tract irritation and/or corrosivity, depending on the concentration, as a conse-
quence of repeated exposure to gaseous hydrogen fluoride at production and use as an intermediate in the chemical
industry and use of aqueous solutions of the substance,

— concerns for general systemic toxicity as a consequence of repeated inhalatory exposure arising from the use of
aqueous solutions of the substance,

— concerns for skin irritation and/or corrosivity, depending on concentration, as a consequence of single exposure to
the hydrogen fluoride liquid arising from the use of aqueous solutions of the substance,

— concerns for respiratory tract irritation and/or corrosivity, depending on concentration, as a consequence of single
exposure to gaseous hydrogen fluoride at production and use as an intermediate in the chemical industry and at the
use of aqueous solutions of the substance.

The conclusion of the evaluation of the risks to

CONSUMERS

is that there is a need for specific measures to limit the risks. This conclusion is reached because of:

— concerns for skin irritation and/or corrosivity, depending on concentration, as a consequence of single and repeated
exposure to the hydrogen fluoride liquid arising from the consumer use of preparations containing the substance.

The conclusions of the evaluation of the risks to

HUMANS EXPOSED VIA THE ENVIRONMENT

is that there is a need for specific measures to limit the risks. This conclusion is reached because of:

— concerns for general systemic toxicity due to repeated inhalatory exposure in the vicinity of production and proces-
sing sites of the substance.

The conclusion of the assessment of the risks to

HUMAN HEALTH (physicochemical properties)

is that there is at present no need for further information and/or testing or for risk reduction measures beyond those
which are being applied. This conclusion is reached because:

— the risk assessment shows that risks are not expected although concerns for risks related to the violent behaviour of
the concentrated substance on contact with water and the potential formation of hydrogen on reaction of less than
65 % solutions of the substance with metals have been raised.

7.6.2004L 199/54 Official Journal of the European UnionEN

(1) The comprehensive Risk Assessment Report, as well as a summary thereof, can be found on the internet site of the European Chemi-
cals Bureau: http://ecb.jrc.it/existing-substances/.



B. Environment

The conclusions of the evaluation of the risks to the environment for

AQUATIC ECOSYSTEM and ATMOSPHERE

is that there is a need for specific measures to limit the risks. This conclusion is reached because of:

— concerns for effects on local aquatic and atmospheric environmental spheres as a consequence of exposure arising
from some production and use sites of the substance.

The conclusion of the assessment of the risks to the

TERRESTRIAL ECOSYSTEM

is that there is at present no need for further information and/or testing or for risk reduction measures beyond those
which are being applied. This conclusion is reached because:

— the risk assessment shows that risks related to the environmental spheres mentioned above are not expected. Risk
reduction measures already being applied are considered sufficient.

The conclusion of the assessment of the risks for

MICRO-ORGANISMS IN THE SEWAGE TREATMENT PLANT

is that there is at present no need for further information and/or testing or for risk reduction measures beyond those
which are being applied. This conclusion is reached because:

— the risk assessment shows that risks related to the environmental spheres mentioned above are not expected. Risk
reduction measures already being applied are considered sufficient.

STRATEGY FOR LIMITING RISKS

for WORKERS

The legislation for workers' protection currently in force at Community level is generally considered to give an adequate
framework to limit the risks of the substance to the extent needed.

Within this framework it is recommended:

— to consider at the Community level prohibition of the use in building surface cleaning (including floors) at work of
hydrogen fluoride by including it in Annex III of Directive 98/24/EC (Chemical Agents Directive),

— that the Commission Scientific Committee on Occupational Exposure Limits (SCOEL) review the new information
contained in the risk assessment report and recommend whether there is a need to revise the current occupational
exposure limit (OEL);

for CONSUMERS

It is recommended:

— to remove hydrogen fluoride preparations classified as corrosive or toxic from the consumer market. (1)These
products do not comply with the general safety requirement of the Directive 92/59/EEC of 29 June 1992 on General
Product Safety (2)and should be immediately withdrawn. Member States should carry out an active and effective
market surveillance of the situation in their territories concerning the presence of hydrogen fluoride containing
consumer products, to remove these products from the market as being unsafe under the general safety obligation
provisions of the Directive 92/59/EEC (General Product Safety) and to notify the Commission through the Rapid
Alert System of Directive 92/59/EEC;

for the ENVIRONMENT

— to facilitate permitting under Directive 96/61/EC (Integrated Pollution Prevention and Control) this substance should
be included in the ongoing work to develop guidance on ‘Best Available Techniques’ (BAT). It is recommended that
Member States should carefully monitor the implementation of BAT by permitting and report any important devel-
opments to the Commission in the framework of the exchange of information on BAT,

— local emissions to the environment should, where necessary, be controlled by national rules to ensure that no risk
for the environment is expected.
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PART 7

CAS No 7722-84-1 Einecs No 231-765-0

Structural formula: H2O2

Einecs name: Hydrogen peroxide

IUPAC name: Hydrogen peroxide

Rapporteur: Finland

Classification (1) O:R8

C:R35

The risk assessment is based on current practices related to the life cycle of the substance produced in or imported into
the European Community as described in the comprehensive Risk Assessment Report as forwarded to the Commission
by the Member State Rapporteur (2).

The risk assessment has, based on the available information, determined that in the European Community the substance
is mainly used as in pulp bleaching and chemicals manufacture. Other uses are in textile bleaching, disinfection in the
foods processing industry, etching in the electronics industry, metal plating, degrading of proteins, tooth bleaching,
professional hair dyeing and bleaching, treatment of drinking water and waste water, in numerous consumer products
for hair dyeing and bleaching, household textile bleaching products, cleaning agents, contact lens disinfection, and tooth
bleaching products.

RISK ASSESSMENT

A. Human health

The conclusions of the evaluation of the risks to

WORKERS

is that there is a need for specific measures to limit the risks. This conclusion is reached because of:

— concerns for skin, eye and respiratory tract irritation and/or corrosivity, depending on concentration, as a conse-
quence of exposure arising from loading operations,

— concerns for skin and eye irritation and/or corrosivity, depending on concentration, as a consequence of exposure
arising from bleaching of textiles (batch process), aseptic packaging (old types of immersion bath machines), pera-
cetic acid use in breweries, etching of circuit boards (old process), metal plating, degrading of proteins,

— concerns for eye irritation and/or corrosivity, depending on concentration, as a consequence of exposure arising
from hairdresser's work,

— concerns for repeated inhalation toxicity in loading operations and aseptic packaging (all machines types), etching of
circuit boards (old process) and waste water treatment.

The conclusions of the evaluation of the risks to

CONSUMERS

is that there is a need for specific measures to limit the risks. This conclusion is reached because of:

— concerns for eye irritation as a consequence of exposure arising from hair dying and bleaching and concerns for eye
irritation/corrosivity in use of textile bleaches and cleaning agents, if the actual concentration ofhydrogen peroxide is
>5 %.

— concerns for specific adverse effects on tooth pulp and teeth as a consequence of exposure arising from tooth
bleaching with 35 % of hydrogen peroxide by a dentist.
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(1) The classification of the substance is established by Commission Directive 91/325/EEC of 1 March 1991, adapting to technical
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(2) The comprehensive Risk Assessment Report, as well as a summary thereof, can be found on the internet site of the European Chemi-
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The conclusions of the evaluation of the risks to

HUMANS EXPOSED VIA THE ENVIRONMENT

is that there is at present no need for further information and/or testing or for risk reduction measures beyond those
which are being applied. This conclusion is reached because:

— the risk assessment shows that risks are not expected. Risk reduction measures already being applied are considered
sufficient.

The conclusion of the assessment of the risks to

HUMAN HEALTH (physicochemical properties)

is that there is a need for specific measures to limit the risks (applies to the workers and to the consumers) This conclu-
sion is reached because:

— concerns for the risk of fire hazard caused by spills of the more concentrated (>25 %) hydrogen peroxide solutions
on combustible materials.

B. Environment

The conclusions of the evaluation of the risks to the environment for

ATMOSPHERE and TERRESTRIAL ECOSYSTEM

is that there is at present no need for further information and/or testing or for risk reduction measures beyond those
which are being applied. This conclusion is reached because:

— the risk assessment shows that risks related to the environmental spheres mentioned above are not expected. Risk
reduction measures already being applied are considered sufficient.

The conclusion of the assessment of the risks to the

AQUATIC ECOSYSTEM

is that there is a need for specific measures to limit the risks. This conclusion is reached because of:

— concerns for effects on aquatic ecosystem as a consequence of exposure arising from four production sites and use
in manufacture of other chemicals.

The conclusion of the assessment of the risks for

MICRO-ORGANISMS IN THE SEWAGE TREATMENT PLANT

is that there is at present no need for further information and/or testing or for risk reduction measures beyond those
which are being applied. This conclusion is reached because:

— the risk assessment shows that risks related to the environmental spheres mentioned above are not expected. Risk
reduction measures already being applied are considered sufficient.

STRATEGY FOR LIMITING RISKS

for WORKERS

The legislation for workers' protection currently in force at Community level is generally considered to give an adequate
framework to limit the risks of the substance to the extent needed and shall apply.

Within this framework it is recommended that:

— employers review any risk assessments produced according to Directive 98/24/EC (Chemical Agents Directive) to
take into account the information contained in the risk assessment and risk reduction strategy for hydrogen peroxide
produced under Regulation (EEC) No 739/93, and take any necessary measures that are required.

— employers using hydrogen peroxide for the uses identified as a concern in the risk assessment (part I) should take
note of the practical non-binding guidance, to be developed by the Commission as foreseen under Article 12(2) of
Directive 98/24/EC, and of any sector specific guidance developed at national level based on this guidance.
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for CONSUMERS

It is recommended that:

— in the framework of Commission Directive 2003/83/EC (1) regarding the maximum acceptable percentage of
hydrogen peroxide for tooth bleaching products used under supervision of a dentist, a concentration limit of up to
6 % hydrogen peroxide should be considered, provided appropriate conditions of use and warning are printed on the
label,

— textile bleaching agents and cleaning agents which contain ≥ 5 % of hydrogen peroxide should be formulated so that
the risk of eye irritation/corrosivity is diminished (e.g. viscous suspensions, cream). In the instructions, the risk of eye
irritation/corrosivity should be emphasised and the percentage of H2O2 in the product should be indicated. For hair
dyes/bleaches the above mentioned recommendations, including the percentage limit, should be considered within
the framework of Community legislation on cosmetic products,

— the requirement for child-resistant fastenings in Directive 1999/45/EC of the European Parliament and of the
Council (dangerous preparations Directive) should be extended to all household chemicals, which may be accessible
to children and contain hydrogen peroxide.

for ENVIRONMENT

It is recommended that:

— to facilitate permitting under Directive 96/61/EC (integrated pollution prevention and control) this substance should
be included in the ongoing work to develop guidance on ‘best available techniques’ (BAT). It is recommended that
Member States should carefully monitor the implementation of BAT by permitting and report any important devel-
opments to the Commission in the framework of the exchange of information on BAT.

PART 8

CAS No 79-41-4 Einecs No 201-204-4

Structural formula: CH2 = C(CH3) -COOH

Einecs name: Methacrylic acid (MAA)

IUPAC name: 2-Propenoic acid, 2-methyl

Rapporteur: Germany

Classification (2): C: R35

Xn: R21/22

The risk assessment is based on current practices related to the lifecycle of the substance produced in or imported into
the European Community as described in the comprehensive Risk Assessment Report forwarded to the Commission by
the Member State rapporteur (3).

The risk assessment has, based on the available information, determined that in the European Community the substance
is mainly used as an internal and external intermediate in the chemical industry for the production of methacrylic acid
esters and as co-monomer in different kinds of polymers. Other uses are as an ingredient in adhesives and its occurrence
as a residual monomer in paints and products for textile processing. It was not possible to obtain information on the
use of the total volume of substance produced in or imported into the European Community, therefore, some uses may
exist which are not covered by this risk assessment.
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The risk assessment has identified other sources of exposure to the substance, relevant for man and the environment, in
particular during the use of methacrylate based grouts, which do not result from the life-cycle of the substance produced
in or imported into the European Community. The assessment of the risks arising from these exposures are part of this
risk assessment.

RISK ASSESSMENT

A. Human health

The conclusion of the assessment of the risks to

WORKERS

is that there is a need for specific measures to limit the risks. This conclusion is reached because of:

— concerns for respiratory tract irritation as a consequence of short term inhalation exposure arising from the produc-
tion, further processing as a chemical intermediate in the chemical industry, the manufacture of adhesives in the
industrial area and the industrial and skilled trade use of adhesives,

— concerns for local respiratory effects as a consequence of repeated inhalation exposure arising from manufacture and
use of adhesives.

The conclusion of the assessment of the risks to

CONSUMERS and HUMANS EXPOSED VIA THE ENVIRONMENT

is that there is at present no need for further information and/or testing or for risk reduction measures beyond those
which are being applied. This conclusion is reached because:

— the risk assessment shows that risks are not expected. Risk reduction measures already being applied are considered
sufficient.

The conclusion of the assessment of the risks to

HUMAN HEALTH (physicochemical properties)

is that there is at present no need for further information and/or testing or for risk reduction measures beyond those
which are being applied. This conclusion is reached because:

— the risk assessment shows that risks are not expected. Risk reduction measures already being applied are considered
sufficient.

B. Environment

The conclusion of the assessment of the risks to the environment for

AQUATIC ECOSYSTEM

is that there is a need for specific measures to limit the risks. The conclusion is reached because of:

— concerns for effects on the aquatic ecosystem as a consequence of exposure arising from the use of acrylate based
grouting agents.

The conclusion of the assessment of the risks to the

ATMOSPHERE and TERRESTRIAL ECOSYSTEM

is that there is at present no need for further information and/or testing or for risk reduction measures beyond those
which are being applied. This conclusion is reached because:

— the risk assessment shows that risks are not expected. Risk reduction measures already being applied are considered
sufficient.

The conclusion of the assessment of the risks to

MICRO-ORGANISMS IN THE SEWAGE TREATMENT PLANT

is that there is at present no need for further information and/or testing or for risk reduction measures beyond those
which are being applied. This conclusion is reached because:

— the risk assessment shows that risks are not expected. Risk reduction measures already being applied are considered
sufficient.
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STRATEGY FOR LIMITING RISKS

for WORKERS

The legislation for workers' protection currently in force at Community level is generally considered to give an adequate
framework to limit the risks of the substance to the extent needed and shall apply.

Within this framework it is recommended:

— to establish at community level occupational exposure limit values for Methacrylic acid.

— that employers using adhesives containing methacrylic acid should take note of the practical non-binding guidance,
to be developed by the Commission as foreseen under Article 12(2) of Directive 98/24/EC (chemical agents Direc-
tive) and of any sector specific guidance developed at national level based on this guidance;

for ENVIRONMENT

For methacrylic acid released from chemical grouts it is recommended:

— to establish a harmonised European testing and assessment scheme for chemical grouts,

— to regulate general conditions for use of chemical grouts at EU level, including requirements on comprehensive
training of planners and field personnel, whereas local aspects should be considered by the respective local supervi-
sory authorities,

— local emissions to the environment should, where necessary, be controlled by national rules to ensure that no risk
for the environment is expected.

PART 9

CAS No 80-62-6 Einecs No 201-297-1

Structural formula: CH2 = C(CH3) – COOCH3

Einecs name: Methyl methacrylate (MMA)

IUPAC name: 2-methyl-propenoic acid, methyl ester

Rapporteur: Germany

Classification (1): F:R11

Xi:R37/38

R43

The risk assessment is based on current practices related to the lifecycle of the substance as described in the risk evalua-
tion forwarded to the Commission by the Member State rapporteur (2).

The risk assessment has, based on the available information, determined that in the European Community the substance
is mainly used as an intermediate in production of polymers, copolymers, adhesives, reactive resins, in transesterification
and in cast sheet production. Other uses are in the production of emulsion, dispersion and solvent polymers, acrylic
sheet type polymers, as an ingredient in reactive adhesives and embedding resins, floor coatings, casting resins used for
dental and medical applications and the substance occurs as residual monomer in paints, as well as in other polymers
used for consumer products. It was not possible to obtain information on the use of the total volume of substance
produced in or imported into the European Community, therefore, some uses may exist which are not covered by this
risk assessment.
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The risk assessment has identified other sources of exposure to the substance, relevant for man and the environment, in
particular, as a decomposition product during the thermal processing of polymethyl methacrylate (PMMA), which do
not result from the life-cycle of the substance produced in or imported into the European Community. The assessment
of the risks arising from these exposures are part of this risk assessment.

RISK ASSESSMENT

A. Human health

The conclusion of the assessment of the risks to

WORKERS

is that there is a need for specific measures to limit the risks. This conclusion is reached because of:

— concerns for respiratory tract irritation and corrosivity as a consequence of inhalation exposure arising from cast
sheet production, production of reactive resins, production and use of adhesives, production of paints, skilled trade
area: floor coating, use of casting resins in medical applications and in orthopaedic workshops, dental laboratories
and surgeries as well as in ornamental decoration,

— concerns for skin sensitisation as a consequence of dermal exposure arising from production of methyl methacrylate,
polymethyl methacrylate, transesterification, cast sheet production, production of adhesives and reactive resins in
chemical industry, production of adhesives, casting resins and floor coating materials, production of paints and
varnishes, use of adhesives in plastics, electronics and glass industry, use of adhesives and floor coating in skilled
trade area, use of casting resins in medical applications, orthopaedic workshops, dental laboratories and surgeries,
manufacturing of lenses and ornamental decoration,

— concerns for local effects as a consequence of repeated inhalation exposure arising from cast sheet production,
production of reactive resins, production and use of adhesives and as well as production of paints, use of casting
resins in orthopaedic workshops and dental laboratories and surgeries,

— concerns for general systemic effects as a consequence of inhalation exposure arising from cast sheet production,
production of adhesives, production of paints, skilled trade area: floor coating, use of casting resins in orthopaedic
workshops and in ornamental decoration.

The conclusion of the assessment of the risks to

CONSUMERS

is that there is at present no need for further information and/or testing or for risk reduction measures beyond those
which are being applied. This conclusion is reached because:

— the risk assessment shows that risks are not expected. Risk reduction measures already being applied are considered
sufficient.

The conclusion of the assessment of the risks to

HUMANS EXPOSED VIA THE ENVIRONMENT

is that there is at present no need for further information and/or testing or for risk reduction measures beyond those
which are being applied. This conclusion is reached because:

— the risk assessment shows that risks are not expected. Risk reduction measures already being applied are considered
sufficient.

The conclusion of the assessment of the risks to

HUMAN HEALTH (physicochemical properties)

is that there is at present no need for further information and/or testing or for risk reduction measures beyond those
which are being applied. This conclusion is reached because:

— the risk assessment shows that risks are not expected. Risk reduction measures already being applied are considered
sufficient.
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B. Environment

The conclusion of the assessment of the risks to the

AQUATIC ECOSYSTEM

is that there is a need for specific measures to limit the risks. The conclusion is reached because of:

— concerns for effects on the local aquatic ecosystem as a consequence of exposure arising from wet polymerisation
processes.

The conclusion of the assessment of the risks to the

ATMOSPHERE and TERRESTRIAL ECOSYSTEM

is that there is at present no need for further information and/or testing or for risk reduction measures beyond those
which are being applied. This conclusion is reached because:

— the risk assessment shows that risks are not expected. Risk reduction measures already being applied are considered
sufficient.

The conclusion of the assessment of the risks to

MICRO-ORGANISMS IN THE SEWAGE TREATMENT PLANT

is that there is at present no need for further information and/or testing or for risk reduction measures beyond those
which are being applied. This conclusion is reached because:

— the risk assessment shows that risks are not expected. Risk reduction measures already being applied are considered
sufficient.

STRATEGY FOR LIMITING RISKS

for WORKERS

The legislation for workers' protection currently in force at Community level is generally considered to give an adequate
framework to limit the risks of the substance to the extent needed and shall apply.

Within this framework it is recommended:

— to establish at community level occupational exposure limit values for methyl methacrylate,

— that employers using methyl methacrylate for the uses identified as a concern in the risk assessment (part I) should
take note of the practical non-binding guidance to be developed by the Commission as foreseen under Article 12(2)
of Directive 98/24/EC (chemical agents Directive), and of any sector specific guidance developed at national level
based on this guidance;

for ENVIRONMENT

for Methyl methacrylate used in wet polymerisation processes at downstream user sites (processing capacity > 5000 t/a)
it is recommended:

— that the European Commission should consider whether to include methyl methacrylate on the priority list of Annex
X to Directive 2000/60/EC (water framework Directive) during the next review of this Annex and should consider
measures such as harmonised requirements for prior authorisation of discharges and emissions into water for the
respective plants.

— to facilitate permitting under Directive 96/61/EC (integrated pollution prevention and control) this substance should
be included in the ongoing work to develop guidance on ‘best available techniques’ (BAT). It is recommended that
Member States carefully monitor the implementation of BAT by permitting and report any important developments
to the Commission in the framework of the exchange of information on BAT,

— local emissions to the environment should, where necessary, be controlled by national rules to ensure that no risk
for the environment is expected.
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PART 10

CAS No 108-88-3 Einecs No 203-625-9

Structural formula: C6H5 – CH3

Einecs name: Toluene

IUPAC name: Toluene

Rapporteur: Denmark

Classification (1): F:R11

Xn:R20

The risk assessment is based on current practices related to the lifecycle of the substance produced in or imported into
the European Community as described in the comprehensive Risk Assessment Report forwarded to the Commission by
the Member State rapporteur (2).

The risk assessment has, based on the available information, determined that in the European Community the substance
is mainly used as an intermediate for synthesis of other chemicals, in solvents, and adhesives, paints, lacquers, varnishes
and in the mineral oil, fuel and polymer industries. Other uses reported are in the pulp, paper and board industry,
textile industry, agricultural industry and electrical and electronic industry.

The risk assessment has identified other sources of exposure of the substance to man and the environment, in particular
the use and combustion of petroleum products, which do not result from the life-cycle of the substance produced in or
imported into the European Community. The assessment of the risks arising from these exposures is not part of this risk
assessment. The comprehensive Risk Assessment Reports as forwarded to the Commission by the Member State Rappor-
teur does however provide information that could be used to assess these risks.

RISK ASSESSMENT

A. Human health

The conclusions of the evaluation of the risks to

WORKERS

is that there is a need for specific measures to limit the risks. This conclusion is reached because of:

— concerns for acute toxicity as a consequence of dermal exposure arising from spraying painting or the use of adhe-
sives,

— concerns for acute toxicity (headache, dizziness, feeling of intoxication, sleepiness and impaired functional perfor-
mance) as a consequence of inhalation exposure arising from production and use as an intermediate, production of
products containing the substance and use of products containing the substance,

— concerns for eye irritation as a consequence of exposure arising from production of products containing the
substance and use of products containing the substance in the sectors of manual cleaning, use of adhesives, printing
and painting (mechanical coating),

— concerns for general systemic toxicity as a consequence of inhalation exposure arising from production of products
containing the substance and use of products containing the substance in the sectors of manual cleaning, use of
adhesives, printing and painting (mechanical coating),
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— concerns for general systemic toxicity as a consequence of dermal exposure arising from use of products containing
the substance in the sectors of manual cleaning, use of adhesives and spray painting,

— concerns for general systemic toxicity as a consequence of the combined dermal and inhalatory exposure arising the
use of products containing the substance in the sectors of manual painting,

— concerns for specific organ toxicity (auditory system toxicity) as a consequence of inhalation exposure arising from
production of products containing the substance and use of products containing the substance in the sectors of
manual cleaning, use of adhesives, printing and painting (mechanical coating),

— concerns for fertility and developmental effects and spontaneous abortions as a consequence of inhalation exposure
arising from production of products and use of toluene containing products in the sectors of manual cleaning, use of
adhesives, printing and painting (mechanical coating).

The conclusions of the evaluation of the risks to

CONSUMERS

1. is that there is a need for specific measures to limit the risks. This conclusion is reached because of:

— concerns for acute toxicity (headache, dizziness, feeling of intoxication, sleepiness and impaired functional perfor-
mance) and eye irritation as a consequence of inhalation exposure or eye exposure to vapours arising from spray
painting and carpet laying.

2. is that there is a need for further information and/or testing. This conclusion is reached because

— concerns for effects on reproduction as a consequence of inhalation exposure.

The information and/or test requirement is:

— information on the relationship between the observed effects on reproduction and the duration of the exposure
leading to these effects.

The need to obtain this information was re-evaluated in light of the risk reduction strategy and is no longer required
(see section II Strategy for limiting risks).

The conclusions of the evaluation of the risks to

HUMANS EXPOSED VIA THE ENVIRONMENT

is that there is a need for specific measures to limit the risks. This conclusion is reached because of:

— concerns for effects on humans due to the contribution of commercial product toluene to the formation of ozone
and other harmful substances, i.e., smog formation.

The conclusion of the assessment of the risks to

HUMAN HEALTH (physicochemical properties)

is that there is at present no need for further information and/or testing or for risk reduction measures beyond those
which are being applied. This conclusion is reached because:

— the risk assessment shows that risks are not expected. Risk reduction measures already being applied are considered
sufficient.

B. Environment

The conclusions of the evaluation of the risks to the environment for

AQUATIC ECOSYSTEM

is that there is a need for specific measures to limit the risks. This conclusion is reached because of:

— concerns for the aquatic ecosystem as a consequence of exposure arising from some sites of production and
combined production and processing of the substance, as well as exposure arising from processing and the use
sectors of basic chemicals (including processing aid, 'extraction' agent and solvent), processing and formulation,
mineral oil and fuel formulation, formulation of polymers, formulation of paints and textile processing.
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The conclusion of the assessment of the risks to the

TERRESTRIAL ECOSYSTEM

is that there is a need for specific measures to limit the risks. This conclusion is reached because of:

— concerns for terrestrial ecosystem as a consequence of exposure arising from processing as well as exposure arising
from the use sectors of basic chemicals (including processing aid, 'extraction' agent and solvent), processing and
formulation, mineral oil and fuel formulation, formulation of polymers, formulation of paints and textile processing.

The conclusion of the assessment of the risks for

ATMOSPHERE

is that there is a need for specific measures to limit the risks. This conclusion is reached because of:

— concerns for the contribution of the commercial product toluene to the formation of ozone and other harmful
substances, i.e. smog formation.

The conclusion of the assessment of the risks for

MICRO-ORGANISMS IN THE SEWAGE TREATMENT PLANT

is that there is a need for specific measures to limit the risks. This conclusion is reached because of:

— concerns for sewage treatment plants as a consequence of exposure arising from processing of the substance as well
as in the use sectors of industry use as basic chemicals.

STRATEGY FOR LIMITING RISKS

The risk assessment has identified other sources of toluene emissions (e.g. gasoline and crude oil). This is outside the
scope of Regulation (EEC) No 793/93 and has not been considered in the risk reduction strategy.

for WORKERS

The legislation for workers' protection currently in force at Community level is generally considered to give an adequate
framework to limit the risks of the substance to the extent needed and shall apply.

Within this framework it is recommended:

— that the Commission Scientific Committee on Occupational Exposure Limits (SCOEL) review the new information
contained in the risk assessment report and recommend whether there is a need to revise the current OEL.

for CONSUMERS

It is recommended:

— to consider at Community level marketing and use restrictions in Directive 76/769/EEC for the substance as such or
in preparations for use in adhesives and spray paint.

— The marketing and use restrictions proposed will eliminate the need for more information on reproduction as a
consequence of inhalation exposure.

for ENVIRONMENT and HUMANS EXPOSED VIA THE ENVIRONMENT

It is recommended:

— that the European Commission should consider the inclusion of toluene in the priority list of Annex X to Directive
2000/60/EC (water framework Directive) during the next review of this Annex but that, in the meantime, toluene
should be considered as a relevant List II substance in Council Directive 76/464/EEC (1) on pollution caused by
certain dangerous substances discharged into the aquatic environment of the Community, thus requiring the estab-
lishment of national quality objectives, monitoring and eventual reduction measures, as to ensure that concentrations
in surface water systems do not exceed the quality objective,
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— to facilitate permitting under Directive 96/61/EC (integrated pollution prevention and control) that this substance is
included in the ongoing work to develop guidance on ‘best available techniques’ (BAT). It is recommended that
Member States should carefully monitor the implementation of BAT by permitting and report any important devel-
opments to the Commission in the framework of the exchange of information on BAT,

— local emissions to the environment should, where necessary, be controlled by national rules to ensure that no risk
for the environment is expected.

The proposal from the Commission to limit the content of solvents in certain products would further limit the risk from
toluene to man via the environment (1)

PART 11

CAS No 120-82-1 Einecs No 204-428-0

Structural formula: C6H3Cl3

Einecs name: 1,2,4-Trichlorobenzene (TCB)

IUPAC name: 1,2,4-Trichlorobenzene

Rapporteur: Denmark

Classification (2): Xn:R22

Xi:R38

N:50-53

The risk assessment is based on current practices related to the lifecycle of the substance produced in or imported into
European Community as described in the comprehensive Risk Assessment Report forwarded to the Commission by the
Member State rapporteur (3).

The risk assessment has, based on the available information, determined that in the European Community the substance
is mainly used as an intermediate for synthesis of herbicides and as a process solvent in closed systems. Other uses
reported include as a solvent, dye carrier in textile industry, additive in dielectric fluids and corrosion inhibitor. It was
not possible to obtain information on the use of the total volume of substance produced in or imported into the Euro-
pean Community, therefore, some uses may exist which are not covered by this risk assessment.

The risk assessment has identified other sources of exposure of the substance to man and the environment, in particular,
from certain 1,2,4-trichlorobenzene containing dielectric fluids still in use in existing electrical equipment and environ-
mental formation of 1,2,4-trichlorobenzene as a decomposition product of other, more complex organo-chlorine
compounds, which do not result from the life-cycle of the substance produced in or imported into the European Com-
munity. The assessment of the risks arising from these exposures are not part of this risk assessment.

The comprehensive Risk Assessment Reports as forwarded to the Commission by the Member State rapporteur does
however provide information that could be used to assess these risks.

The risk assessment indicates that it should be further investigated if the substance should be considered in relation to
national or international programmes addressing persistent organic pollutants.

7.6.2004L 199/66 Official Journal of the European UnionEN

(1) Proposal for a Directive on the limitation of emissions of volatile organic compounds due to the use of organic solvents in decorative
paints and varnishes and vehicle refinishing products and amending Directive 1999/13/EC (COM(2002) 750 final).

(2) The classification of the substance is established by Commission Directive 2001/59/ECof 6 August, adapting to technical progress for
the 28th time Council Directive 67/548/EEC on the approximation of the laws, regulations and administrative provisions relating to
the classification, packaging and labelling of dangerous substances (OJ L 225, 21.8.2001, p. 30).

(3) The comprehensive Risk Assessment Report, as well as a summary thereof, can be found on the internet site of the European Chemi-
cals Bureau: http://ecb.jrc.it/existing-substances/.



RISK ASSESSMENT

A. Human health

The conclusions of the evaluation of the risks to

WORKERS

is that there is a need for further information and/or testing. This conclusion is reached because:

— concerns for effects as a consequence exposure.

The information and/or test requirements are

— information on occupational exposure during the use of the substance as a dye carrier and as a process solvent,
during production of products containing the substance in the sector of production of dielectric fluids and during
the use of products containing the substance in the sector of production of wire and cabling.

The need to obtain this information was re-evaluated in light of the risk reduction strategy and is no longer required
(see section II Strategy for limiting risks).

That there is a need for specific measures to limit the risks. This conclusion is reached because of:

— concerns for general systemic toxicity as a consequence of repeated inhalation exposure arising from drumming
activities in the production of the substance, from the production of products containing the substance in the sector
of pigment production and from the use of products containing the substance in the sector of spray painting,

— concerns for eye and respiratory tract irritation as a consequence of repeated exposure to the vapour of the
substance arising from the production of products containing the substance in the sector of pigment production and
from the use of products containing the substance in the sector of production of plastic pellets,

— concerns for general systemic toxicity and local dermal effects as a consequence of repeated dermal exposure arising
from the use of the products containing the substance in the sectors of spray painting, dismantling transformers and
polishing.

The conclusions of the evaluation of the risks to

CONSUMERS

is that there is a need for specific measures to limit the risks. This conclusion is reached because of:

— concerns for eye and respiratory tract irritation as a consequence of repeated exposure to vapours and general
systemic toxicity as a consequence of repeated inhalation and dermal exposure arising from spray painting and car
polishing.

The conclusions of the evaluation of the risks to

HUMANS EXPOSED VIA THE ENVIRONMENT

is that there is a need for specific measures to limit the risks. This conclusion is reached because of:

— concerns for indirect exposure as calculated exposures can exceed WHO TDIs, and WHO guideline values in drinking
water for local use scenarios.

The conclusion of the assessment of the risks to

HUMAN HEALTH (physicochemical properties)

is that there is at present no need for further information and/or testing or for risk reduction measures beyond those
which are being applied. This conclusion is reached because:

— the risk assessment shows that risks are not expected. Risk reduction measures already being applied are considered
sufficient.
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B. Environment

The conclusions of the evaluation of the risks to the environment for

AQUATIC ECOSYSTEM and TERRESTRIAL ECOSYSTEM is that there is a need for specific measures to limit the risks.
This conclusion is reached because of:

— concerns for the aquatic ecosystem and terrestrial ecosystem as a consequence of exposure arising from the use of
the substance as a dye carrier and other uses (including as a process solvent, additive in dielectric fluids and a corro-
sion inhibitor).

The conclusion of the assessment of the risks to the

ATMOSPHERE

is that there is at present no need for further information and/or testing or for risk reduction measures beyond those
which are being applied. This conclusion is reached because:

— the risk assessment shows that risks are not expected. Risk reduction measures already being applied are considered
sufficient

The conclusion of the assessment of the risks to

MICRO-ORGANISMS IN THE SEWAGE TREATMENT PLANT

is that there is a need for specific measures to limit the risks. This conclusion is reached because of:

— concerns for sewage treatment plants as a consequence of exposure arising from use as an intermediate, as well as
from the use sectors of basic chemicals as a solvent, textile industry as dye carrier and other downstream uses.

STRATEGY FOR LIMITING RISKS

for WORKERS

The legislation for workers' protection currently in force at Community level and in particular the provisions under
Commission Directive 2000/39/EC (1) establishing a first list of indicative exposure limit values are generally considered
to give an adequate framework to limit the risks of the substance to the extent needed and shall apply.

The marketing and use restrictions proposed for the environment will also reduce the risk for human health (workers)
and eliminate the need for more information on the occupational exposure scenarios.

for CONSUMERS, the ENVIRONMENT and HUMANS EXPOSED VIA THE ENVIRONMENT

It is recommended:

— to consider marketing and use restrictions at Community level in Directive 76/769/EEC for all uses of TCB except as
an intermediate to protect the environment and to reduce the indirect exposure via the environment. Where appro-
priate, marketing and use restrictions of articles containing TCB should also be considered.

7.6.2004L 199/68 Official Journal of the European UnionEN

(1) OJ L 142, 16.6.2000, p. 47.


	Contents
	Corrigendum to Commission Decision 2004/379/EC of 26 April 2004 amending Decision 2001/471/EC as regards bacteriological tests in certain meat establishments (OJ C 144, 30.4.2004) 
	Corrigendum to Commission Decision 2004/380/EC of 26 April 2004 amending Decision 97/365/EC as regards the inclusion of establishments in Iceland in provisional lists of third-country establishments from which Member States authorise imports of meat products (OJ L 144, 30.4.2004) 
	Corrigendum to Commission Decision 2004/381/EC of 26 April 2004 amending Decision 1999/710/EC as regards the inclusion of establishments in Iceland in provisional lists of third-country establishments from which Member States authorise imports of minced meat and meat preparations (OJ L 144, 30.4.2004) 
	Corrigendum to Commission Decision 2004/382/EC of 26 April 2004 adopting Community import decisions for certain chemicals pursuant to Regulation (EC) No 304/2003 of the European Parliament and of the Council (OJ L 144, 30.4.2004) 
	Corrigendum to Commission Recommendation 2004/383/EC of 27 April 2004 on the use of financial derivative instruments for undertakings for collective investment in transferable securities (UCITS) (OJ L 144, 30.4.2004) 
	Corrigendum to Commission Recommendation 2004/384/EC of 27 April 2004 on some contents of the simplified prospectus as provided for in Schedule C of Annex I to Council Directive 85/611/EEC (Official Journal of the European Union L 144 of 30 April 2004) 
	Corrigendum to Commission Decision 2004/385/EC of 27 April 2004 conferring management of aid on implementing agencies for preaccession measures in agriculture and rural development in Hungary in the preaccession period (OJ L 144, 30.4.2004) 
	Corrigendum to Commission Decision 2004/386/EC of 28 April 2004 on the financial contribution by the Community towards the World Organisation for Animal Health for the OIE mediated process in 2004 (OJ L 144, 30.4.2004) 
	Corrigendum to Commission Recommendation 2004/394/EC of 29 April 2004 on the results of the risk evaluation and the risk reduction strategies for the substances: acetonitrile; acrylamide; acrylonitrile; acrylic acid; butadiene; hydrogen fluoride; hydrogen peroxide; methacrylic acid; methyl methacrylate; toluene; trichlorobenzene (Official Journal of the European Union L 144 of 30 April 2004) 

