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Text proposed by the Commission Amendments by Parliament

Amendment by Guido Sacconi, Chris Davies

Amendment 594
Article 52

The aim of this Title is to ensure the good 
functioning of the internal market while 
assuring that the risks from substances of 
very high concern are properly controlled 
or that these substances are replaced by 
suitable alternative substances or 
technologies.

The aim of this Title is to ensure that 
substances of very high concern are 
replaced by safer alternative substances or 
technologies, where available. Where no 
such alternatives are available, and where 
the benefits to society outweigh the risks 
connected with the use of such a substance, 
the aim of this Title is to ensure that the use 
of substances of very high concern is 
properly controlled and that alternatives 
are encouraged.

Or. en
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Justification

Revised formulation of amendment 50 in the draft report.

Amendment by Jonas Sjöstedt

Amendment 595
Article 52

The aim of this Title is to ensure the good 
functioning of the internal market while 
assuring that the risks from substances of 
very high concern are properly controlled or 
that these substances are replaced by 
suitable alternative substances or 
technologies.

The aim of this Title is to ensure that the 
risks from substances of very high concern 
are properly controlled. Whenever possible 
these substances are to be replaced by 
suitable alternative substances or 
technologies. This Title is based on the 
principle that it is up to manufacturers, 
importers and downstream users to ensure 
that the substances which they 
manufacture, place on the market, import 
or use do not adversely affect human 
health or the environment. Its provisions 
are underpinned by the precautionary 
principle.

Or. en

Justification

The emphasis on the internal market needs to be deleted. REACH already contains a free 
movement cause (art. 125) and is based on the Treaty’s legal base for the inner market. This 
specific title is about allowing chemicals that are known to be harmful to be used anyway. 
The precautionary principle is mentioned in the general provisions of REACH but it is 
especially important to include this principle in the provisions on authorisation.

Amendment by Dan Jørgensen, Åsa Westlund, Riitta Myller

Amendment 596
Article 52

The aim of this Title is to ensure the good 
functioning of the internal market while 
assuring that the risks from substances of 
very high concern are properly controlled 
or that these substances are replaced by 
suitable alternative substances or 
technologies.

The aim of this Title is to ensure that 
substances of very high concern are 
replaced by suitable alternative substances 
or technologies where available, or that 
such alternatives are developed. 
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Or. en

Justification

The aim of authorisation is  to ensure protection of health and the environment rather than 
the functioning of the internal market, which is an aim underpinning all EU legislation but 
not relating to any specific  provision  of REACH.
Authorisation will provide a high level of protection only if it aims at replacing substances of 
very high concern with suitable alternatives. Maintaining the notion of ’adequate control’ 
will support continued use and release of dangerous substances irrespective of their socio-
economic necessity and of the availability of safer alternatives.

Amendment by Carl Schlyter, Caroline Lucas, Hiltrud Breyer

Amendment 597
Article 52

The aim of this Title is to ensure the good 
functioning of the internal market while 
assuring that the risks from substances of 
very high concern are properly controlled 
or that these substances are replaced by 
suitable alternative substances or 
technologies.

The aim of this Title is to ensure firstly, that 
substances of very high concern are 
replaced by safer alternative substances or 
technologies, where available. Secondly, 
where no such alternatives are available, 
but the benefits to society significantly 
outweigh the risks connected with the use 
of such a substance, the aim of this Title is 
to ensure that the use of substances of very 
high concern is properly controlled and 
thirdly, that alternatives are developed.

Or. en

Justification

Prevention is better than cure. Substitution should take precedence over "adequate control" 
in line with existing legislation on workers' safety, biocides and certain hazardous substances 
in electrical and electronic equipment.  To give "adequate control” precedence would mean 
that  substances of very high concern could continue to be used and released, even if the 
socio-economic benefits of them were low or safer alternatives available. It should be 
substitution first, then controls where substitution is not possible and the substance has 
significant socio-economic benefits.

Amendment by Ria Oomen-Ruijten

Amendment 598
Article 52 a (new)



PE 357.823v01-00 4 AM\565935EN.doc

EN

52a. Substitution should be considered at 
the end of the process, after the evaluation 
by the Agency.

Or. en

Justification

This makes clear that substitution comes at the end of the process and isn't something to start 
with. New substances should fulfil the same requirements as the substituted ones.

Amendment by Jonas Sjöstedt

Amendment 599
Article 53, paragraph 1, introductory part

1. A manufacturer, importer or downstream 
user shall not place on the market a 
substance for a use or use it himself if that 
substance is included in Annex XIII, unless:

1. A manufacturer, importer or downstream 
user shall not place on the market or export
a substance for a use or use it himself if that 
substance is included in Annex XIII, unless:

Or. en

Justification

These provisions should also apply in the case where a company within the EU manufactures 
but does not place the substance on the EU market but instead exports it directly.

Amendment by Carl Schlyter, Caroline Lucas, Hiltrud Breyer +Dorette Corbey

Amendment 600
Article 53, paragraph 1, point (b)

(b) the use(s) of that substance on its own, 
in a preparation or the incorporation of the 
substance into an article for which the 
substance is placed on the market or for 
which he uses the substance himself has 
been exempted from the authorisation 
requirement in Annex XIII itself in 
accordance with Article 55(2); or

deleted

Or. en



AM\565935EN.doc 5 PE 357.823v01-00

EN

Justification

Blanket exemptions from the authorisation procedure should not be allowed, since it means 
allowing authorisation without any case-specific evaluation of the benefits or drawbacks of 
such uses or of the availability of potential alternatives. This removes three vital elements that 
authorisation was intended to introduce: substitution when alternatives are available, 
justification for continued use and transparency of decision-making (Carl Schlyter & others).

This ensures consistency (the deletion of article 55 paragraphs 2 and 4(b) and 1(e)) to avoid 
exemption for particular uses and ensure that the authorisation procedure is the overarching 
framework for all chemicals of high concern fulfilling the criteria for authorisation (Dorette 
Corbey).

Amendment by Jonas Sjöstedt + Carl Schlyter, Caroline Lucas, Hiltrud Breyer

Amendment 601
Article 53, paragraph 2 a (new)

2. Import and placing on the market of an 
article containing a substance that is 
included in Annex XIII shall be considered 
as use of that substance.

Or. en

Justification

Articles must be covered by these requirements on authorisation, not only substances 
themselves. Importers of articles must have the same obligations and not less demands 
because the substances are part of an article. A failure to rectify this would present a serious 
threat to health and environment protection and to the competitiveness of specific industry 
sectors (Jonas Sjöstedt).

The REACH proposal does not specify provisions for imported articles containing substances 
of very high concern, which would fall under authorisation. Importers of articles must have 
the same obligations as other EU producers in order to effectively protect human health and 
the environment. A failure to rectify this would present a serious threat to health and 
environment protection and to the competitiveness of specific industry sectors (Carl Schlyter 
& others).

Amendment by Ria Oomen-Ruijten, Thomas Ulmer, Miroslav Mikolášik, Françoise 
Grossetête, Bogusław Sonik, Renate Sommer + Anne Laperrouze

Amendment 602
Article 53, paragraph 4



PE 357.823v01-00 6 AM\565935EN.doc

EN

4. Paragraphs 1 and 2 shall not apply to the 
use of substances in scientific research and 
development or in product and process 
orientated research and development in 
quantities not exceeding 1 tonne per year.

4. Paragraphs 1 and 2 shall not apply to the 
use of substances in scientific research and 
development or in product and process 
orientated research and development.

Or. en

Justification

Substances in scientific research and development should be exempted as REACH should only 
apply to substances that are manufactured provided they are placed on the Community 
market. Substances in product and process orientated research and development should not 
be limited to 1 tonne. This would constrain innovation.

Scientific research and development should be exempted as REACH should only apply to 
manufactured substances placed on the EU market. Substances used in product and process 
orientated research and development should not be limited to a quantity of 1 tonne, in order 
not to impinge on the volumes needed for experimentation and development. (Anne 
Laperrouze)

Amendment by Anja Weisgerber

Amendment 603
Article 53, paragraph 4

4. Paragraphs 1 and 2 shall not apply to the 
use of substances in scientific research and 
development or in product and process 
orientated research and development in 
quantities not exceeding 1 tonne per year.

4. Paragraphs 1 and 2 shall not apply to the 
use of substances in scientific research and 
development or in product and process 
orientated research and development in 
quantities required for the purposes of 
product and process orientated research 
and development.

Or. de

Justification

There must be no one-tonne restriction on substances used in product and process orientated 
research and development. That would constrain innovation.
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Amendment by Carl Schlyter, Caroline Lucas, Hiltrud Breyer

Amendment 604
Article 53, paragraph 5, introductory part

Paragraphs 1 and 2 shall not apply to the 
following uses of substances:

Paragraphs 1 and 2 shall not apply to the 
following uses of substances, provided that 
the measures therein provide a protection 
level that is at least equivalent to that 
established by Title VII:

Or. en

Justification

This amendment addresses the different levels of regulation covering the listed exemptions 
under Article 53(5) and sets the authorisation procedure  as a joint standard.

Amendment by Ria Oomen-Ruijten, Péter Olajos, Anja Weisgerber, Miroslav Mikolášik, 
Bogusław Sonik, Renate Sommer, Erna Hennicot-Schoepges + Anne Laperrouze + Dagmar 

Roth-Behrendt

Amendment 605
Article 53, paragraph 5, point (a)

(a) uses in plant protection products within 
the scope of Directive 91/414/EEC; 

deleted

Or. en

Justification

Commission proposal (a) until (f):  these substances should be excluded from the whole scope 
of REACH, see art. 2.

Linked to amendments to articles 2, 4 and 8.

Amendment by Jonas Sjöstedt

Amendment 606
Article 53, paragraph 5, point (a)

(a) uses in plant protection products within 
the scope of Directive 91/414/EEC;

(a) uses as active plant protection products 
within the scope of Directive 91/414/EEC;
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Or. en

Justification

A rigorous procedure for authorisation is an essential part of REACH. Only then will there be 
an incentive for companies to innovate and find alternatives to the use of che chemicals of 
very high concern. This list of exemptions is not acceptable. If there are substantive reasons 
for allowing the use of a substance then authorisation can be obtained.

Amendment by Ria Oomen-Ruijten, Péter Olajos, Anja Weisgerber, Miroslav Mikolášik, 
Bogusław Sonik, Renate Sommer, Erna Hennicot-Schoepges + Anne Laperrouze + Dagmar 

Roth-Behrendt

Amendment 607
Article 53, paragraph 5, point (b)

(b) uses in biocidal products within the 
scope of Directive 98/8/EC;

deleted

Or. en

Justification

Commission proposal (a) until (f):  these substances should be excluded from the whole scope 
of REACH, see art. 2.

Linked to amendments to articles 2, 4 and 8.

Amendment by Jonas Sjöstedt

Amendment 608
Article 53, paragraph 5, point (b)

(b) uses in biocidal products within the 
scope of Directive 98/8/EC;

(b) uses as active biocidal products within 
the scope of Directive 98/8/EC;

Or. en

Justification

A rigorous procedure for authorisation is an essential part of REACH. Only then will there be 
an incentive for companies to innovate and find alternatives to the use of che chemicals of 
very high concern. This list of exemptions is not acceptable. If there are substantive reasons 
for allowing the use of a substance then authorisation can be obtained.
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Amendment by Ria Oomen-Ruijten, Péter Olajos, Anja Weisgerber, Miroslav Mikolášik, 
Bogusław Sonik, Renate Sommer, Erna Hennicot-Schoepges + Anne Laperrouze + Dagmar 

Roth-Behrendt

Amendment 609
Article 53, paragraph 5, point (c)

(c) uses as medicinal products for human 
or veterinary use within the scope of 
Regulation (EEC) No 2309/93 and 
Directives 2001/82/EC and 2001/83/EC;

deleted

Or. en

Justification

Commission proposal (a) until (f):  these substances should be excluded from the whole scope 
of REACH, see art. 2.

Linked to amendments to articles 2, 4 and 8.

Amendment by Ria Oomen-Ruijten, Péter Olajos, Anja Weisgerber, Miroslav Mikolášik, 
Bogusław Sonik, Renate Sommer, Erna Hennicot-Schoepges + Jonas Sjöstedt + Anne 

Laperrouze + Dagmar Roth-Behrendt

Amendment 610
Article 53, paragraph 5, point (d)

(d) uses as food additives within the scope 
of Directive 89/107/EEC;

deleted

Or. en

Justification

See justifications above.

Amendment by Ria Oomen-Ruijten, Péter Olajos, Anja Weisgerber, Miroslav Mikolášik, 
Bogusław Sonik, Renate Sommer, Erna Hennicot-Schoepges + Anne Laperrouze + Dagmar 

Roth-Behrendt 

Amendment 611
Article 53, paragraph 5, point (e)
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(e) uses as additives in animal feeding 
stuffs within the scope of 
Directive 70/524/EEC;

deleted

Or. en

Justification

See justifications above.

Amendment by Ria Oomen-Ruijten, Péter Olajos, Anja Weisgerber, Miroslav Mikolášik, 
Bogusław Sonik, Renate Sommer, Erna Hennicot-Schoepges + Anne Laperrouze + Dagmar 

Roth-Behrendt

Amendment 612
Article 53, paragraph 5, point (f)

(f) uses as flavourings in foodstuffs within 
the scope of Decision 1999/217/EC;

deleted

Or. en

Justification

See justification above.

Amendment by Jonas Sjöstedt + Carl Schlyter, Caroline Lucas, Hiltrud Breyer + Frédérique 
Ries, Chris Davies 

Amendment 613
Article 53, paragraph 5, point (g)

(g) uses as an on-site isolated intermediate 
or as a transported isolated intermediate;

deleted

Or. en

Justification

A rigorous procedure for authorisation is an essential part of REACH. Only then will there be 
an incentive for companies to innovate and find alternatives to the use of the chemicals of 
very high concern. This list of exemptions is not acceptable. If there are substantive reasons 
for allowing the use of a substance then authorisation can be obtained (Jonas Sjöstedt).

Intermediates that fulfil the criteria of substances of very high concern may cause significant 
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adverse effects and should therefore note be excluded from authorisation (Carl Schlyter & 
others).

It is important to consider a wide range of uses of the chemicals concerned, in particular 
covering those pieces of legislation that do not examine the environmental impacts of 
substances, but also covering other possible sources of release and exposure. For instance, 
the clause which renders isolated intermediates unable to be brought under authorisation 
should be removed, as emissions during transport on or off site may be very significant 
(Article 53(5)(g)) (Frédérique Ries & others).

Amendment by Alessandro Foglietta, Adriana Poli Bortone, Cristiana Muscardini, Sergio 
Berlato, Marcello Vernola, Amalia Sartori, Guido Podestà, Giuseppe Castiglione, Renato 

Brunetta, Lorenzo Cesa, Gianni De Michelis, Miroslav Mikolášik

Amendment 614
Article 53, paragraph 5, point (g)

g) uses as an on-site isolated intermediate or 
as a transported isolated intermediate;

g) uses as an on-site isolated intermediate or 
as a transported isolated intermediate, even 
in manufactured/imported quantities in 
excess of 1000 tonnes per year;   

Or. it

Justification

Specifies that for transported isolated intermediates, quantities in excess of 1000 tonnes per 
year also apply. This amendment is linked to the other amendments to the Articles under Title 
VII: Authorisation. 

Amendment by Jonas Sjöstedt

Amendment 615
Article 53, paragraph 5, point (h)

(h) use as motor fuels covered by 
Directive 98/70/EC of the European 
Parliament and of the Council

deleted

Or. en

Justification

A rigorous procedure for authorisation is an essential part of REACH. Only then will there be 
an incentive for companies to innovate and find alternatives to the use of the chemicals of 
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very high concern. This list of exemptions is not acceptable. If there are substantive reasons 
for allowing the use of a substance then authorisation can be obtained (Jonas Sjöstedt).

Amendment by Jonas Sjöstedt + Werner Langen

Amendment 616
Article 53, paragraph 5, point (i)

(i) uses as fuel in mobile or fixed 
combustion plants of mineral oil products 
and use as fuels in closed systems.

deleted

Or. en

Justification

See justification above.

Amendment by Ria Oomen-Ruijten, Péter Olajos, Anja Weisgerber, Miroslav Mikolášik, 
Bogusław Sonik, Renate Sommer, Erna Hennicot-Schoepges, + Werner Langen + Anne 

Laperrouze

Amendment 617
Article 53, paragraph 5, point (i) a (new)

(ia) Substances which are not subject to 
registration.

Or. en

Justification

New point (i bis): the authorisation procedure should be limited to registered substances only. 
Therefore, exemptions that apply for Registration should also apply to Authorisation.

The authorisation procedure should be restricted to registered substances. Substances 
exempted from registration should also therefore be exempted from the authorisation 
requirement.

Amendment by Robert Sturdy

Amendment 618
Article 53, paragraph 5, point (i) a (new)
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(ia) Uses of minerals, ores, concentrates 
alloys when being transported to, or 
processed at, installations regulated under 
Directive 96/61/EC and at which 
Community legislation on the protection of 
the health of the workforce and public will 
also apply, except for substances subject to 
specific chemical regulation.

Or. en

Justification

Ores, concentrates and alloys that do not pose a risk to public health or the environment 
should be exempt from the registration and authorisation requirements. Because of their 
natural occurrence neither registration nor authorisation would impact on the presence or 
level of substances of concern in minerals. Simply removing them from the registration 
requirements would not alleviate the administrative burden as, under the current draft, an 
exemption from registration does not automatically result in an exemption from authorisation.

Amendment by John Bowis, Ria Oomen-Ruijten

Amendment 619
Article 53, paragraph 5, point (i) a (new)

(ia) uses of metals, including as alloys, in 
massive form consistent with the exemption 
from labelling according to Directive 
67/548/EEC, Annex VI No. 8.3 and No 9.3.

Or. en

Justification

Most metals and alloys in the 'massive form', as opposed to powdered form for example, pose 
limited risk because of their nature. They should therefore be eligible for assessment via a 
simplified procedure unless there are indications of potential risks that justify more detailed 
evaluation. The vast number of uses of metals, particularly in the form of alloys (around 
30,000), could overwhelm the authorisation process without a simplified system.

Amendment by Anja Weisgerber

Amendment 620
Article 53, paragraph 5, point (i) a (new)
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(ia) uses in batteries within the scope of 
Directive 91/157/EC.

Or. de

Justification

The use of substances in batteries is already regulated in Title VIII and Directive 91/157/EC; 
they should therefore be exempted from the authorisation procedure.

Amendment by Frédérique Ries, Chris Davies + Dan Jørgensen, Åsa Westlund, Riitta Myller

Amendment 621
Article 53, paragraph 5, new subparagraph

Insofar these measures provide at least as 
stringent controls as laid out under Title 
VII.

Or. en

Justification

It is important to consider a wide range of uses of the chemicals concerned, in particular 
covering those pieces of legislation that do not examine the environmental impacts of 
substances, but also covering other possible sources of release and exposure. For instance, 
the clause which renders isolated intermediates unable to be brought under authorisation 
should be removed, as emissions during transport on or off site may be very significant 
(Article 53(5)(g))

Amendment by Johannes Blokland

Amendment 622
Article 53, paragraph 5 a (new)

5a. A manufacturer, importer or 
downstream user may designate a third 
party who is to comply with the obligations 
arising from this Title on behalf of the 
manufacturer, importer or downstream 
user.
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Or. nl

Justification

This amendment ensures that use can be made of a third party.

Amendment by Johannes Blokland

Amendment 623
Article 53, paragraph 5 b (new)

5b. Paragraphs 1 and 2 shall not apply to 
minerals, ores, concentrates and alloys if 
these substances are transported to or 
processed in installations which are subject 
to Directive 96/61/EC.

Or. nl

Justification

Minerals, ores, concentrates and alloys should be exempt from the authorisation requirement.

Amendment by Dan Jørgensen, Åsa Westlund, Riitta Myller

Amendment 624
Article 53, paragraph 6

6. In the case of substances that are subject 
to authorisation only because they meet the 
criteria in Article 54(a), (b) and (c) or 
because they are identified in accordance 
with Article 54(f) only because of hazards 
to human health, paragraphs 1 and 2 of 
this Article shall not apply to the following 
uses:

deleted

(a) uses in cosmetic products within the 
scope of Directive 76/768/EEC;

(b) uses in food contact materials within 
the scope of Directive 89/109/EEC.

Or. en
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Justification

Blanket exemptions from the authorisation procedure should not be allowed, since it means 
allowing authorisation without any case-specific evaluation of the benefits or drawbacks of 
such uses or of the availability of potential alternatives. This removes two vital elements that 
authorisation was intended to introduce: justification for continued use and transparency of 
decision-making.

Amendment by Marcello Vernola, Guido Podestà, Giuseppe Castiglione, Renato Brunetta, 
Lorenzo Cesa, Gianni De Michelis, Miroslav Mikolášik + Alessandro Foglietta, Adriana Poli 

Bortone, Cristiana Muscardini, Sergio Berlato

Amendment 625
Article 53, paragraph 6, introductory part

6. In the case of substances that are subject 
to authorisation only because they meet the 
criteria in Article 54(a), (b) and (c) or 
because they are identified in accordance 
with Article 54(f) only because of hazards to 
human health, paragraphs 1 and 2 of this 
Article shall not apply to the following uses:

6. In the case of substances that are subject 
to authorisation only because they meet the 
criteria in Article 54(a), (b) and (c) 
(deletion) only because of hazards to human 
health, paragraphs 1 and 2 of this Article 
shall not apply to the following uses:

Or. it

Justification

No criteria exist for the definition of endocrine disrupting properties. Criteria supplementary 
to those established in Article 54(d) and (e) must be identified on the basis of scientific 
evidence so as not to give rise to arbitrary decisions. Moreover, the substances indicated in 
point (b) have already been excluded in the amendment tabled to Article 2. In addition to this, 
substances already regulated by the respective, and duly integrated, vertical regulations 
should be excluded from the scope of the REACH Directive. This amendment is linked to the 
other amendments to the Articles under Title VII: Authorisation.

Amendment by Marcello Vernola, Guido Podestà, Giuseppe Castiglione, Renato Brunetta, 
Lorenzo Cesa, Gianni De Michelis, Miroslav Mikolášik + Alessandro Foglietta, Adriana Poli 

Bortone, Cristiana Muscardini, Sergio Berlato + Dagmar Roth-Behrendt

Amendment 626
Article 53, paragraph 6, point (b)

b) uses in food contact materials within the 
scope of Directive 89/109/EEC. 

deleted
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Or. it

Justification

No criteria exist for the definition of endocrine disrupting properties. Criteria supplementary 
to those established in Article 54(d) and (e) must be identified on the basis of scientific 
evidence so as not to give rise to arbitrary decisions. Moreover, the substances indicated in 
point (b) have already been excluded in the amendment tabled to Article 2. In addition to this, 
substances already regulated by the respective, and duly integrated, vertical regulations 
should be excluded from the scope of the REACH Directive. This amendment is linked to the 
other amendments to the Articles under Title VII: Authorisation. (Marcello Vernola and 
others)

Consequence of the proposed changes to Article 2 (Dagmar Roth-Behrendt)

Amendment by Bogusław Sonik, Eija-Riitta Korhola, Miroslav Ouzký

Amendment 627
Article 53, paragraph 7, introductory part

Paragraphs 1 and 2 shall not apply to the use 
of substances when they are present in 
preparations: 

Paragraphs 1 and 2 shall not apply to the use 
of substances when they are present in 
preparations or articles: 

Or. en

Justification

Concentration limits should also be included for substances in articles.  The proposal’s 
discrimination against substances in articles is not justified by toxicological and eco-
toxicological criteria. Furthermore, unlike substances in preparations, exposure to 
substances in articles requires an extraction medium and thus exposure is further limited.

Amendment by Marcello Vernola, Guido Podestà, Giuseppe Castiglione, Renato Brunetta, 
Lorenzo Cesa, Gianni De Michelis, Miroslav Mikolášik + Alessandro Foglietta, Adriana Poli 

Bortone, Cristiana Muscardini, Sergio Berlato

Amendment 628
Article 53, paragraph 7, point (a)

a) for substances referred to in Article 54(d), 
(e) and (f), below a concentration limit of 
0.1%; ;

a) for substances referred to in Article 54(d) 
and (e), below a concentration limit of 
0.1%;
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Or. it

Justification

Criteria supplementary to those established in Article 54(d) and (e) must be identified on the 
basis of scientific evidence so as not to give rise to arbitrary decisions. This amendment is 
linked to the other amendments to the Articles under Title VII: Authorisation.

Amendment by Marcello Vernola, Guido Podestà, Giuseppe Castiglione, Renato Brunetta, 
Lorenzo Cesa, Gianni De Michelis, Miroslav Mikolášik + Alessandro Foglietta, Adriana Poli 

Bortone, Cristiana Muscardini, Sergio Berlato + Werner Langen + Anne Laperrouze

Amendment 629
Article 53, paragraph 7 a (new)

7a. Paragraph 1 shall not apply where a 
substance is used on its own, in a 
preparation or in an article that conforms 
to the conditions and restrictions set out in 
Annex XVI or Annex XVII.

Or. it

Justification

This amendment clarifies that the decisions already taken by the EU Council of Ministers and 
the European Parliament on the basis of Directive 76/769/EEC, or taken in the future by the 
Commission under the procedure described in Article 130 – Comitology – should not be 
subject to further discussions. It should not be left to the Commission's discretion to decide 
whether and to what extent to exempt substances and uses already regulated. This amendment 
is linked to the other amendments to the Articles under Title VII: Authorisation. (Marcello 
Vernola and others + Alessandro Foglietta and others)

The proposed new Article 53(8) makes it clear that decisions already taken by the Council 
and Parliament pursuant to Directive 76/769/EEC, or taken in future by the Commission in 
accordance with the procedure specified in Article 130 (comitology), should not be discussed 
again. Decisions as to whether and, if so, to what extent substances and uses already 
regulated by legislation should be exempted from those provisions must not be left to the 
Commission's discretion. (Werner Langen)

Amendment by Carl Schlyter, Caroline Lucas, Hiltrud Breyer

Amendment 630
Article 53 a (new)
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Article 53a
Annex XIII(a) shall be a list of substances 
that are known to fulfil the criteria of 
Article 54, pending the procedure for 
authorisation. Once the authorisation 
procedure has been initiated, the 
substances shall be listed in Annex XIII(b), 
according to the procedure of article 55(1).

Or. en

Justification

In order to increase transparency, stimulate voluntary measures by downstream users and 
innovation towards safer alternatives, all substances that meet the criteria of very high 
concern should be added immediately to a candidate list for authorisation (=Annex XIII (a)). 

Subsequently, following the priority setting by the agency, substances will be moved to Annex 
XIII(b), in which sunset dates and deadlines for applications for authorisation would be set.

Amendment by Guido Sacconi

Amendment 631
Article 53 a (new)

Article 53 a
List of substances subject to authorisation

Annex XIII contains a list of substances 
subject to authorisation; the list in Annex 
XIIIa contains substances submitted for 
authorisation for which this procedure is in 
progress. As soon as the authorisation 
procedure is complete, the substances shall 
be entered on the list in Annex XIIIb, in 
accordance with the procedure referred to 
in Article 55(1). These lists shall be made 
available to the public on the Agency's 
website.

Or. it

Justification

Supplements Amendment 51 in the draft report. Making these lists available to the public 
renders the authorisation process more transparent and also enables dealers to manage their 
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stocks more efficiently. It also prevents prohibited chemical products remaining on the 
market.

Amendment by Carl Schlyter, Caroline Lucas, Hiltrud Breyer 

Amendment 632
Article 54, introductory part

The following substances may be included 
in Annex XIII in accordance with the 
procedure laid down in Article 55:

Without prejudice to existing or future 
restrictions the following substances shall 
be included in Annex XIII(a) in accordance 
with the procedure laid down in Article 56:

Or. en

Justification

Partially linked to the amendments on Article 53a new.

Given the introduction of a candidate list, the procedure for inclusion on the lists needs to be 
modified.

Amendment by Guido Sacconi

Amendment 633
Article 54, introductory part

The following substances may be included 
in Annex XIII in accordance with the 
procedure laid down in Article 55:

The following substances shall be included 
in Annex XIIIa in accordance with the 
procedure laid down in Article 56:

Or. it

Justification

Replaces the corresponding part of Amendment 52 by the rapporteur.

Amendment by Holger Krahmer + Horst Schnellhardt + Alessandro Foglietta, Adriana Poli 
Bortone, Cristiana Muscardini, Sergio Berlato + Marcello Vernola, Amalia Sartori, Guido 

Podestà, Giuseppe Castiglione, Renato Brunetta, Lorenzo Cesa, Gianni De Michelis, Miroslav 
Mikolášik + Liam Aylward + Anne Laperrouze

Amendment 634
Article 54, point (a)
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(a) substances meeting the criteria for 
classification as carcinogenic category 1 or 2 
in accordance with Directive 67/548/EEC;

(a) substances classified as carcinogenic 
category 1 or 2 in accordance with Directive 
67/548/EEC;

Or. en

Justification

So as to increase planning certainty, substances should be included in the authorisation that 
have undergone classification or have at least undergone sound scientific assessment (Holger 
Krahmer).

Before a substance is authorised, a legally binding decision must be taken on its classification 
(on the basis of a harmonised classification ruling placing it in CMR categories 1 or 2). 
Otherwise, the decisions of the Member State Committee(s) responsible for classifying 
substances in CMR categories 1 and 2 would be invalidated. There must be legal certainty, 
particularly as regards world trade. This amendment is linked to the other amendments to the 
Articles under Title VII: Authorisation. (Alessandro Foglietta and others + Marcello Vernola 
and others).

Before a substance is authorised, a legally binding decision must be taken on its 
classification, on the basis of a standard classification ruling, in CMR categories 1 or 2 (EU 
or, in future, GHS) otherwise the Member State Committee(s) responsible for classification of 
substances in CMR categories 1, 2 and 3 would be ignored. There must be legal certainty, 
including with regard to world trade (Horst Schnellhardt).

It is fundamental to the working of REACH that authorisation focuses only on chemicals that 
have been scientifically shown to have an adverse effect on human health or the environment. 
Authorisation should only be applied to those chemical substances that present an actual risk 
based on their anticipated uses as documented in the registration.  The mere fact that a 
chemical substance has an inherent hazard should not trigger the costs and bureaucracy 
associated with authorisation unless that actual hazard is presented by a proposed or 
anticipated downstream use. 

It is imperative therefore that chemical substances used in highly controlled or low 
exposure/low risk industrial processes should be authorised. The uses of said substances 
present little or no risk to workers, the public or the environment. In order to improve the 
workability of REACH, “adequately controlled” risks, which will be authorised, should be 
clearly defined to include low exposure/low risk industrial processes (Liam Aylward).
Before a substance is authorised, a binding decision must be taken on its classification, on the 
basis of a standard classification ruling placing it in CMR categories 1 or 2 (EU or, in future, 
GHS). Otherwise the Member State Committee(s) responsible for classification of substances 
in CMR categories 1, 2 and 3 would be ignored. There must be legal certainty, especially as 
regards world trade 
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The inclusion of substances other than those referred to in paragraphs a) to e) is neither 
feasible or necessary. This would trigger the authorisation process on the basis of arbitrary 
criteria, making for legal uncertainty. (Anne Laperrouze)

Amendment by Holger Krahmer + Horst Schnellhardt + Alessandro Foglietta, Adriana Poli 
Bortone, Cristiana Muscardini, Sergio Berlato + Marcello Vernola, Amalia Sartori, Guido 

Podestà, Giuseppe Castiglione, Renato Brunetta, Lorenzo Cesa, Gianni De Michelis, Miroslav 
Mikolášik + Liam Aylward + Anne Laperrouze

Amendment 635
Article 54, point (b)

(b) substances meeting the criteria for 
classification as mutagenic category 1 or 2 
in accordance with Directive 67/548/EEC;

(b) substances classified as mutagenic 
category 1 or 2 in accordance with Directive 
67/548/EEC;

Or. en

Justification

See justification above.

Amendment by Holger Krahmer + Horst Schnellhardt + Alessandro Foglietta, Adriana Poli 
Bortone, Cristiana Muscardini, Sergio Berlato + Marcello Vernola, Amalia Sartori, Guido 

Podestà, Giuseppe Castiglione, Renato Brunetta, Lorenzo Cesa, Gianni De Michelis, Miroslav 
Mikolášik + Liam Aylward + Anne Laperrouze

Amendment 636
Article 54, point (c)

(c) substances meeting the criteria for 
classification as toxic for reproduction 
category 1 or 2 in accordance with Directive 
67/548/EEC;

(c) substances classified as toxic for 
reproduction category 1 or 2 in accordance 
with Directive 67/548/EEC;

Or. en

Justification

See justification above.
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Amendment by Carl Schlyter, Caroline Lucas, Hiltrud Breyer

Amendment 637
Article 54, point (c) a (new)

(ca) substances meeting the criteria for 
classification as sensitisers in accordance 
with Directive 67/548/EEC;

Or. en

Justification

Sensitisers and highly potent chronic toxic substances should be added to the scope of 
authorisation.

Amendment by Carl Schlyter, Caroline Lucas, Hiltrud Breyer

Amendment 638
Article 54, point (c) b (new)

(cb) substances meeting the criteria for 
classification as harmful in accordance 
with Directive 67/548/EEC and 
being highly potent chronic inhalation 
toxic T, R 48;

Or. en

Justification

Sensitisers and highly potent chronic toxic substances should be added to the scope of 
authorisation.

Amendment by Johannes Blokland

Amendment 639
Article 54, point (d)

(d) substances which are persistent, 
bioaccumulative and toxic in accordance 
with the criteria set out in Annex XII;

(d) substances of very high concern;

Or. nl
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Justification

PBT and vPvB substances are substances of very high concern.

Amendment by Johannes Blokland + Liam Aylward

Amendment 640
Article 54, point (e)

(e) substances which are very persistent 
and very bioaccumulative in accordance
with the criteria set out in Annex XII;

deleted

Or. en

Justification

Article 54 lists six categories of chemicals subject to authorisation. The last two categories of 
chemicals subject to authorisation do not meet the standard of demonstrating an adverse 
effect on human health or the environment under clear and precise criteria and therefore 
should be deleted.
Very persistent and very bioaccumulative (vPvB) chemicals are listed in 54 (e) based only on 
their physicochemical properties. The inclusion of the vPvB category would restrict 
substances without any finding of adverse effects on human health or the environment. (In 
some cases, such as calcium in bones and teeth, bioaccumulation and persistence is 
desirable.) Article 54 (e) far exceeds what is appropriate and necessary to achieve the goals 
of the legislation, and therefore it should be deleted as not proportional and contrary to 
public policy (Liam Aylward).
De PBT- en vPvB stoffen vallen onder de stoffen van zeer ernstige zorg (Johannes Blokland).

Amendment by Anne Laperrouze

Amendment 641
Article 54, point (e)

e) substances which are very persistent and
very bioaccumulative in accordance with the 
criteria set out in Annex XII;

e) substances which are very persistent, very 
bioaccumulative and very toxic in 
accordance with the criteria set out in 
Annex XII; 

Or. fr
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Justification

Substances should form the subject of a binding decision on classification (EU or in the future 
the Globally Harmonised System) before being submitted for authorisation. Otherwise, the 
bodies responsible for classification at Community level would be bypassed. All legal 
uncertainty must be avoided, particularly as regards international trade.
The inclusion of substances other than those referred to in paragraphs a) to e) is neither 
feasible or necessary. This would trigger the authorisation process on the basis of arbitrary 
criteria, making for legal uncertainty.

Amendment by Liam Aylward + Marcello Vernola, Guido Podestà, Giuseppe Castiglione, 
Renato Brunetta, Lorenzo Cesa, Gianni De Michelis, Miroslav Mikolášik +Alessandro 

Foglietta, Adriana Poli Bortone, Cristiana Muscardini, Sergio Berlato + Anne Laperrouze

Amendment 642
Article 54, point (f)

(f) substances, such as those having 
endocrine disrupting properties or those 
having persistent, bioaccumulative and 
toxic properties or very persistent and very 
bioaccumulative properties, which do not 
fulfil the criteria of points (d) and (e) and 
which are identified as causing serious and 
irreversible effects to humans or the 
environment which are equivalent to those 
of other substances listed in points (a) to (e) 
on a case-by-case basis in accordance with 
the procedure set out in Article 56.

deleted

Or. en

Justification

Article 54(f) restricts substances of “equivalent” concern on a case-by-case basis. Devoid of 
objective criteria, it could be used by member states to subject chemicals targeted for 
political reasons to the restrictions of authorisation with little or no science. Article 54 (f) is 
an express and improper delegation of authority. In addition, the absence of objective criteria 
and the case-by-case decision-making process leave the regulated community in the dark as 
to whether a substance is subject to authorisation or not. As such Article 54 (f) fails to 
provide the legal certainty fundamental to legislation and should be deleted (Liam Aylward).

No criteria exist for the definition of endocrine disrupting properties. Criteria supplementary 
to those established in Article 54(d) and (e) must be identified on the basis of scientific 
evidence so as not to give rise to arbitrary decisions. This amendment is linked to the other 
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amendments to the Articles under Title VII: Authorisation. (Marcello Vernola and others + 
Alessandro Foglietta and others).

Before a substance is authorised, a binding decision must be taken on its classification, on the 
basis of a standard classification ruling, in CMR categories 1 or 2 (EU or, in future, GHS) 
otherwise the Member State Committee(s) responsible for classification of substances in CMR 
categories 1, 2 and 3 would be ignored. There must be legal certainty, especially as regards 
world trade 

The inclusion of substances other than those referred to in paragraphs a) to e) is neither 
feasible or necessary. This would trigger the authorisation process on the basis of arbitrary 
criteria, making for legal uncertainty. (Anne Laperrouze) 

Amendment by Holger Krahmer

Amendment 643
Article 54, point (f)

(f) substances, such as those having 
endocrine disrupting properties or those 
having persistent, bioaccumulative and 
toxic properties or very persistent and very 
bioaccumulative properties, which do not 
fulfil the criteria of points (d) and (e) and 
which are identified as causing serious and 
irreversible effects to humans or the 
environment which are equivalent to those 
of other substances listed in points (a) to (e) 
on a case-by-case basis in accordance with 
the procedure set out in Article 56.

Substances identified as causing serious and 
irreversible effects to humans or the 
environment which are equivalent to those 
of other substances listed in points (a) to (e) 
may be included on a case by case basis in 
accordance with the procedure set out in 
Article 56 based on a sound scientific 
assessment.

Or. en

Justification

So as to increase planning certainty, substances should be included in the authorisation that 
have undergone classification or have at least undergone sound scientific assessment.

Amendment by Richard Seeber

Amendment 644
Article 54, point (f) 

(f) substances, such as those having 
endocrine disrupting properties or those 

(f) Substances identified as causing serious 
risks and irreversible effects to humans or 
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having persistent, bioaccumulative and 
toxic properties or very persistent and very 
bioaccumulative properties, which do not 
fulfil the criteria of points (d) and (e) and 
which are identified as causing serious and 
irreversible effects to humans or the 
environment which are equivalent to those 
of other substances listed in points (a) to (e) 
on a case-by-case basis in accordance with 
the procedure set out in Article 56.

the environment which are equivalent to 
those of other substances listed in points (a) 
to (e) may be included on a case by case 
basis in accordance with the procedure set 
out in Article 56 based on sound scientific 
evidence.

Or. en

Justification

Without any scientific and risked based assessment of substances that may be subject to 
authorisation this indent would open the whole authorisation process on the basis of arbitrary 
criteria, thereby limiting legal certainty and undermining the whole REACH philosophy.

Amendment by Jonas Sjöstedt

Amendment 645
Article 54, point (f) 

(f) substances, such as those having 
endocrine disrupting properties or those 
having persistent, bioaccumulative and toxic 
properties or very persistent and very 
bioaccumulative properties, which do not 
fulfil the criteria of points (d) and (e) and 
which are identified as causing serious and 
irreversible effects to humans or the 
environment which are equivalent to those 
of other substances listed in points (a) to (e) 
on a case-by-case basis in accordance with 
the procedure set out in Article 56.

(f) substances, such as those having 
endocrine disrupting properties or those 
having persistent, bioaccumulative and toxic 
properties or very persistent and very 
bioaccumulative properties, which do not 
fulfil the criteria of points (d) and (e) and 
which are identified as giving rise to a 
similar level of concern as substances listed 
in points (a) to (e) on a case-by-case basis in 
accordance with the procedure set out in 
Article 56.

Or. en

Justification

This amendments lowers the level of concern required for a substance before it is allowed to 
be added to Annex VIII. Requiring the substance to have irreversible effects is not acceptable. 
A more flexible wording is preferable.
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Amendment by Carl Schlyter, Caroline Lucas, Hiltrud Breyer

Amendment 646
Article 54, point (f)

(f) substances, such as those having 
endocrine disrupting properties or those 
having persistent, bioaccumulative and toxic 
properties or very persistent and very 
bioaccumulative properties, which do not 
fulfil the criteria of points (d) and (e) and
which are identified as causing serious and 
irreversible effects to humans or the 
environment which are equivalent to those
of other substances listed in points (a) to (e) 
on a case-by-case basis in accordance with 
the procedure set out in Article 56.

(f) substances, such as those having 
endocrine disrupting properties or those 
having persistent, bioaccumulative or toxic 
properties, which do not fulfil the criteria of 
points (d) and (e) but which are identified as 
giving rise to a level of concern equivalent 
to other substances listed in points (a) to (e) 
on a case-by-case basis in accordance with 
the procedure set out in Article 56.

Or. en

Justification

Partially linked to the amendments on Article 53a new.

Given the introduction of a candidate list, the procedure for inclusion on the lists needs to be 
modified.

Sensitisers and highly potent chronic toxic substances should be added to the scope of 
authorisation.

Paragraph (f) is far too restrictive as it requires proof of serious and irreversible harm to 
subject these substances to authorisation. That is against the principle of preventive action. 
The wording proposed here is in line with the definition of hazardous substances on the 
priority list of the water framework directive.

Amendment by Karl-Heinz Florenz, Ria Oomen-Ruijten, Avril Doyle, Françoise Grossetête, 
Eija-Riitta Korhola, Peter Liese, Anders Wijkman

Amendment 647
Article 54, point (f) a (new)

(fa) substances which are ingredients 
added to tobacco products within the 
meaning of Article 2(1) and 2(5) of 
Directive 2001/37 on the approximation of 
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the laws, regulations and administrative 
provisions of the Member States 
concerning the manufacture, presentation
and sale of tobacco products.

Or. en

Justification

As well the exposure scenario as the noxious effects resulting from tobacco additives do not 
justify any exemptions from the obligation to register these substances.

Amendment by Cristina Gutiérrez-Cortines

Amendment 648
Article 54 a (new)

Article 54a
Revision of substances to be included in 
Annex XIII
At the earliest six years following the entry 
into force of this Regulation, the European 
Commission shall request that the 
Scientific Committee on Health and 
Environmental Risks (SCHER) provide an 
opinion as to whether additional scientific 
criteria should be added to Article 54 of this 
Regulation and its relevant Annexes and 
shall provide guidance on such criteria. 
Based on the opinion of the SCHER, the 
Commission may make a proposal to the 
European Parliament and Council to 
amend the categories listed in Article 54 to 
cover other substances posing an 
equivalent level of concern where their 
properties: can be established by clear 
scientific criteria using internationally 
validated test methods.

Or. en

Justification

This is in order to ensure both legal certainty and that the restrictions of the authorisation 
process focus on substances that have a proven adverse effect on human health or the 
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environment when examined against clearly established scientific criteria validated at 
international level, such as the OECD. 

Amendment by Richard Seeber

Amendment 649
Article 55

Inclusion of substances in Annex XIII Listing of substances in Annex XIII

1. Whenever a decision is taken to include 
in Annex XIII substances referred to in 
Article 54, such a decision shall be taken in 
accordance with the procedure referred to 
in Article 130(3). It shall specify for each 
substance:

1. The conditions, established on the basis 
of applications for authorisation, which lay 
down the framework for the placing on the 
market and use of substances subject to 
authorisation shall be listed in Annex XIII.

(a) the identity of the substance;
(b) the intrinsic property (properties) of the 
substance referred to in Article 54;
(c) transitional arrangements:
(i) the date(s) from which the placing on 
the market and the use of the substance 
shall be prohibited unless an authorisation 
is granted, hereinafter “the sunset date”;
(ii) a date or dates at least 18 months before 
the sunset date(s) by which applications 
must be received if the applicant wishes to 
continue to use the substance or place it on 
the market for certain uses after the sunset 
date(s); these continued uses shall be 
allowed after the sunset date until a 
decision on the application for 
authorisation is taken;
(d) review periods for certain uses, if 
appropriate;
(e) uses or categories of uses exempted 
from the authorisation requirement, if any, 
and conditions for such exemptions, if any.
2. Uses or categories of uses may be 
exempted from the authorisation 
requirement. In the establishment of such 
exemptions, account shall be taken, in 
particular, of the following:

2. Substances for which all uses have been 
prohibited under Title VIII or by other 
Community legislation shall not be usable 
under the conditions laid down in Annex 
XIII.
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(a) existing specific Community legislation 
imposing minimum requirements relating 
to the protection of health or the 
environment for the use of the substance, 
such as binding occupational exposure 
limits, emission limits and so forth;
(b) existing legal obligations to take 
appropriate technical and management 
measures to ensure compliance with any 
relevant health, safety and environmental 
standards in relation to the use of the 
substance.
Exemptions may be subject to conditions.
3. Prior to a decision to include substances 
in Annex XIII, the Agency shall 
recommend priority substances to be 
included specifying for each substance the 
items set out in paragraph 1. Priority shall 
normally be given to substances with:
(a) PBT or vPvB properties;
(b) wide dispersive use; or
(c) high volumes.
The number of substances included in 
Annex XIII and the dates specified under 
paragraph 1 shall also take account of the 
Agency’s capacity to handle applications in 
the time provided for.
4. Before the Agency sends its 
recommendation to the Commission it shall 
make it publicly available on its website, 
clearly indicating the date of publication. 
The Agency shall invite all interested 
parties to submit comments within three 
months of the date of publication, in 
particular on the following:
(a) fulfilment of the criteria in Article 
54(d), (e) and (f);
(b) uses which should be exempt from the 
authorisation requirement.
The Agency shall update its 
recommendation, taking into account the 
comments received.
5. After inclusion of a substance in Annex 



PE 357.823v01-00 32 AM\565935EN.doc

EN

XIII, this substance shall not be subjected 
to new restrictions under the procedure 
outlined in Title VIII covering the risks to 
human health or the environment from the 
use of the substance arising from the 
intrinsic properties specified in Annex XIII.
6. Substances for which all uses have been 
prohibited under Title VIII or by other 
Community legislation shall not be 
included in Annex XIII or shall be removed 
from it.

Or. de

Justification

The authorisation requirement must be based not on a listing, but, rather, on defined 
hazardous properties: a listing is not only unlikely to reveal new findings, but also takes up a 
very great deal of time and resources. Such an approach seems totally inefficient.

Amendment by Marcello Vernola, Amalia Sartori, Guido Podestà, Giuseppe Castiglione, 
Renato Brunetta, Lorenzo Cesa, Gianni De Michelis, Miroslav Mikolášik

Amendment 650
Article 55, paragraph 1, introductory part

1. Whenever a decision is taken to include in 
Annex XIII substances referred to in Article 
54, such a decision shall be taken in 
accordance with the procedure referred to in 
Article 130(3). It shall specify for each 
substance:

1. Whenever a decision is taken to include in 
Annex XIII substances referred to in Article 
54 that have previously been registered on 
the basis of Title II, such a decision shall be 
taken in accordance with the procedure 
referred to in Article 130(3). It shall specify 
for each substance:

Or. it

Justification

Only registered substances should be subject to authorisation. Non-registered substances 
cannot in any case be manufactured or imported. Including these substances would render the 
system impracticable. This amendment is linked to the other amendments to the Articles under 
Title VII: Authorisation.
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Amendment by Johannes Blokland

Amendment 651
Article 55, paragraph 1, point (a)

(a) the identity of the substance; (a) the identity of the substance, in 
accordance with points 2.1 and 2.2 of 
Annex IV;

Or. nl

Justification

The identity of the substance to be included in the decision must be clearly indicated. Annex 
IV gives a clear indication of the identity of a substance. 

Amendment by Dorette Corbey

Amendment 652
Article 55, paragraph 1, point (d)

(d) review periods for certain uses, if 
appropriate;

(d) review periods, which must not exceed 3 
years, for all uses; 

Or. en

Justification

Strengthening the rapporteur´s approach in his amendment 55. All authorisations must have 
time limits on them, up to a maximum of 3 years, depending on the development of safer 
alternatives or technologies. In the absence of regular review periods the incentive for 
innovation and the development of safer methods will be lost.

Amendment by Dan Jørgensen, Åsa Westlund, Riitta Myller

Amendment 653
Article 55, paragraph 1, point (d)

(d) review periods for certain uses, if 
appropriate;

d) review periods for all uses, which shall 
not exceed 5 years;

Or. en
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Justification

It is reasonable that all authorisations issued be temporary, because periodic review will 
allow (and encourage) adaptation to technical progress (e.g. consideration of new 
information on hazards, exposure, socio-economic benefits and availability of alternatives). 
All authorisations should be time-limited, and subject to review at most every 5 years 
depending on the state of development of safer alternatives or technologies. Without regular 
review periods, the momentum for the innovation of safer alternatives will be lost.

Amendment by Carl Schlyter, Caroline Lucas, Hiltrud Breyer + Dorette Corbey

Amendment 654
Article 55, paragraph 1, point (e)

(e) uses or categories of uses exempted 
from the authorisation requirement, if any, 
and conditions for such exemptions, if any.

deleted

Or. en

Justification

Blanket exemptions from the authorisation procedure should not be allowed, since it means 
allowing authorisation without any case-specific evaluation of the benefits or drawbacks of 
such uses or of the availability of potential alternatives. This removes three vital elements that 
authorisation was intended to introduce: substitution when alternatives are available, 
justification for continued use and transparency of decision-making (Carl Schlyter & others).

This ensures consistency with amendment 15 and 16 (the deletion of article 55 paragraphs 2 
and 4(b)) to avoid exemption for particular uses and ensure that the authorisation procedure 
is the overarching framework for all chemicals of high concern fulfilling the criteria for 
authorisation (Dorette Corbey).

Amendment by Dorette Corbey + Jonas Sjöstedt + Dan Jørgensen, Åsa Westlund, Riitta 
Myller + Carl Schlyter, Caroline Lucas, Hiltrud Breyer

Amendment 655
Article 55, paragraph 2

2. Uses or categories of uses may be 
exempted from the authorisation 
requirement. In the establishment of such 
exemptions, account shall be taken, in 
particular, of the following:

deleted
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(a) existing specific Community legislation 
imposing minimum requirements relating 
to the protection of health or the 
environment for the use of the substance, 
such as binding occupational exposure 
limits, emission limits and so forth;
(b) existing legal obligations to take 
appropriate technical and management 
measures to ensure compliance with any 
relevant health, safety and environmental 
standards in relation to the use of the 
substance.
Exemptions may be subject to conditions.

Or. en

Justification

This article permits undefined generalised exemptions from the authorisation procedure 
without specifying conditions and is open to abuse as a loophole for exemptions. the 
authorisation procedure should be the overarching framework applied to all substances 
fulfilling the criteria, to ensure case specific evaluation of the benefits or drawbacks of their 
use and of the availability of potential alternatives (Dorette Corbey).

It is essential to improve the control of substances of very high concern and where possible 
substitute them with safer alternatives. Authorisation is the tool within REACH to achieve this 
aim. Exemptions of uses or categories of uses should only be considered in areas where a 
comparative level of health and the environment can be provided by another legislation 
(Jonas Sjöstedt).

Blanket exemptions from the authorisation procedure should not be allowed, since it means 
allowing authorisation without any case-specific evaluation of the benefits or drawbacks of 
such uses or of the availability of potential alternatives. This removes three vital elements that 
authorisation was intended to introduce: substitution when alternatives are available,
justification for continued use and transparency of decision-making (Dan Jørgensen & others 
+ Carl Schlyter & others).

.

Amendment by Marcello Vernola, Amalia Sartori, Guido Podestà, Giuseppe Castiglione, 
Renato Brunetta, Lorenzo Cesa, Gianni De Michelis, Miroslav Mikolášik

Amendment 656
Article 55, paragraph 2, point (b) a (new)
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ba) specific risk management measures to 
protect health and/or the environment set 
out in the registration dossier.

Or. it

Justification

Exemptions should be granted for certain substances or uses that are already properly 
controlled (e.g. with exposure limits, used under closely controlled industrial conditions). 
This amendment is linked to the other amendments to the Articles under Title VII: 
Authorisation.

Amendment by Robert Sturdy, Mojca Drčar Murko

Amendment 657
Article 55, paragraph 2, point (b) a (new)

(ba) Proportionality of risk to human 
health or the environment, related to the 
physical forms during use, such as metals 
in massive form.

Or. en

Justification

The real risks to human health and the environment posed by metals and alloys depend on 
their form. For example aluminium powder may be explosive, but an aluminium can is not. To 
apply the same regulatory requirements to both forms is disproportionate to the potential risk 
(Robert Sturdy).

Most metals in the massive form "pose a limited risk because of their nature" stated the 
Commission in relation to the exemption of polymers from obligation to register. Unless there 
are indications of potential risks that justify more detailed evaluation of specific exposure 
scenarios, and in order to avoid the potential overwhelming of the authorisation process, a 
simplified procedure should therefore be applied for their assessment (Mojca Drčar Murko).

Amendment by Karl-Heinz Florenz, Ria Oomen-Ruijten, Avril Doyle, Françoise Grossetête, 
Eija-Riitta Korhola, Peter Liese, Anders Wijkman

Amendment 658
Article 55, paragraph 2, new subparagraph
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Such exemptions shall not be granted to 
uses or categories of uses for substances 
referred to in Article 54 which are 
ingredients added to tobacco products
within the meaning of Article 2(1) and 2(5) 
of Directive 2001/37 on the approximation 
of the laws, regulations and administrative 
provisions of the Member States 
concerning the manufacture, presentation 
and sale of tobacco products, 
notwithstanding Article 12 of that 
Directive.

Or. en

Justification

As well the exposure scenario as the noxious effects resulting from tobacco additives do not 
justify any exemptions from the obligation to register these substances.

Amendment by Johannes Blokland

Amendment 659
Article 55, paragraph 3, point (a)

(a) PBT or vPvB properties; (a) of very high concern;

Or. nl

Justification

PBT and vPvB substances are substances of very high concern.

Amendment by Johannes Blokland

Amendment 660
Article 55, paragraph 3, point (b)

(b) wide dispersive use; or (b) with wide dispersive use; or

Or. nl

Justification

PBT and vPvB substances are substances of very high concern.
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Amendment by Johannes Blokland

Amendment 661
Article 55, paragraph 3, point (c)

(c) high volumes. (c) with high volumes.

Or. nl

Justification

PBT and vPvB substances are substances of very high concern.

Amendment by Karl-Heinz Florenz, Ria Oomen-Ruijten, Avril Doyle, Françoise Grossetête, 
Eija-Riitta Korhola, Peter Liese, Anders Wijkman

Amendment 662
Article 55, paragraph 3, point (c)

(c) high volumes. (c) high volumes or;

Or. en

Justification

The exposure scenario and the noxious effects resulting from the tobacco additives necessitate 
their testing with priority. The data protection concern of tobacco manufacturers can not 
justify the abandonment of this rule. It can moreover not be expected that the 500 additives 
per cigarette exceed the capacity of the agency.

Amendment by Alessandro Foglietta, Adriana Poli Bortone, Cristiana Muscardini, Sergio 
Berlato + Marcello Vernola, Amalia Sartori, Guido Podestà, Giuseppe Castiglione, Renato 

Brunetta, Lorenzo Cesa, Gianni De Michelis, Miroslav Mikolášik

Amendment 663
Article 55, paragraph 3, point (c) a (new)

ca) category 1 and 2 CMRs

Or. it
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Justification

Category 1 and 2 CMRs should be entered on the list since they are substances that should be 
included in Annex XIII (see Article 54(a),(b) and (c). This amendment is linked to the other 
amendments to the Articles under Title VII: Authorisation.

Amendment by Karl-Heinz Florenz, Ria Oomen-Ruijten, Avril Doyle, Françoise Grossetête, 
Eija-Riitta Korhola, Peter Liese, Anders Wijkman

Amendment 664
Article 55, paragraph 3, point (c) a (new)

(ca) substances which are ingredients 
added to tobacco products within the 
meaning of Article 2(1) and 2(5) of 
Directive 2001/37 on the approximation of 
the laws, regulations and administrative 
provisions of the Member States 
concerning the manufacture, presentation 
and sale of tobacco products.

Or. en

Justification

The exposure scenario and the noxious effects resulting from the tobacco additives necessitate 
their testing with priority. The data protection concern of tobacco manufacturers can not 
justify the abandonment of this rule. It can moreover not be expected that the 500 additives 
per cigarette exceed the capacity of the agency.

Amendment by Carl Schlyter, Caroline Lucas, Hiltrud Breyer

Amendment 665
Article 55, paragraph 3, last subparagraph

The number of substances included in 
Annex XIII and the dates specified under 
paragraph 1 shall also take account of the 
Agency’s capacity to handle applications in 
the time provided for.

deleted

Or. en
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Justification

The Agency's capacity must not be the limiting factor concerning action against  substances 
of very high concern.

Amendment by Werner Langen

Amendment 666
Article 55, new subparagraph 

Within six months after registration of 
certain substances meeting the criteria 
under Article 54 has been completed, the 
Agency shall examine whether, in 
connection with the uses or use and 
exposure categories specified by the 
registrant, new restrictions or modifications 
to existing restrictions under Title VIII are 
required. Should the Agency conclude that 
new restrictions are required, it shall 
recommend that a restrictions procedure in 
accordance with Articles 66 to 70 be 
instituted. Should the Agency take the view 
that the uses specified by the registrant are 
subject to appropriate verification, it shall 
recommend exemption from those 
restrictions, account being taken of the 
requirements laid down in Article 55(2). 
Such exemptions shall be subject to 
decisions to be taken in accordance with 
the procedure specified in Article 130(3).
The first, second and third sentences shall 
not apply if the substance has already been 
recommended by the Agency for priority 
inclusion in accordance with Article 55(3).
The first, second and third sentences shall 
not apply if the Agency establishes that the 
registration dossier submitted for that 
substance does not provide adequate 
grounds for an accelerated decision-taking 
procedure. That decision shall be notified 
to the registrants concerned. The 
registrants shall be invited to submit 
comments within three months. The 
Agency shall update its decision, taking 
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account of those comments.
The uses specified by the registrant in 
respect of which the Agency has made no 
recommendation pursuant to the second 
and third sentences within the six-month 
period, or taken no decision pursuant to the 
fifth sentence, shall be deemed to have been 
exempted within the meaning of Article 
55(2).

Or. de

Justification

Restrictions should take precedence over authorisation procedures: they enable a greater 
degree of environmental and consumer safety to be provided faster, more comprehensively 
and in a uniform fashion across the EU. The two-stage authorisation procedure is protracted 
and bureaucratic. Individual decisions under the authorisation procedure would be possible 
only where a restrictions procedure could not provide a sufficient degree of safety.

Amendment by Anja Weisgerber, Elisabeth Jeggle, Thomas Ulmer

Amendment 667
Article 55, new subparagraph

Within six months after registration of 
certain substances meeting the criteria 
under Article 54 has been completed, the 
Agency shall examine whether, in 
connection with the uses or use and 
exposure categories specified by the 
registrant, new restrictions or modifications 
to existing restrictions under Title VIII are 
required. Should the Agency conclude that 
new restrictions are required, it shall 
recommend that a restrictions procedure in
accordance with Articles 66 to 70 be 
instituted.

Or. de

Justification

Restrictions should take precedence over authorisation procedures: they enable a greater 
degree of environmental and consumer safety to be provided faster, more comprehensively 
and in a uniform fashion across the EU. The two-stage authorisation procedure is protracted 
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and bureaucratic. Individual decisions under the authorisation procedure would be possible 
only where a restrictions procedure could not provide a sufficient degree of safety.

Amendment by Marcello Vernola, Guido Podestà, Giuseppe Castiglione, Renato Brunetta, 
Lorenzo Cesa, Gianni De Michelis, Miroslav Mikolášik

Amendment 668
Article 55, paragraph 4, point (a)

(a) fulfilment of the criteria in Article 
54(d), (e) and (f);

(a) fulfilment of the criteria in Article 
54(d) and (e);

Or. it

Justification

No criteria exist for the definition of endocrine disrupting properties. Criteria supplementary 
to those established in Article 54(d) and (e) must be identified on the basis of scientific 
evidence so as not to give rise to arbitrary decisions. This amendment is linked to the other 
amendments to the Articles under Title VII: Authorisation.

Amendment by Dorette Corbey + Carl Schlyter, Caroline Lucas, Hiltrud Breyer

Amendment 669
Article 55, paragraph 4, point (b)

(b) uses which should be exempt from
the authorisation requirement.

deleted

Or. en

Justification

This ensures consistency with amendment 15 (the deletion of article 55 paragraph 2) to avoid 
exemption for particular uses and ensure that the authorisation procedure is the overarching 
framework for all chemicals of high concern fulfilling the criteria for authorisation )Dorette 
Corbey).

Blanket exemptions from the authorisation procedure should not be allowed, since it means 
allowing authorisation without any case-specific evaluation of the benefits or drawbacks of 
such uses or of the availability of potential alternatives. This removes three vital elements that 
authorisation was intended to introduce: substitution when alternatives are available, 
justification for continued use and transparency of decision-making (Carl Schlyter & others).
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Amendment by Dan Jørgensen, Åsa Westlund, Riitta Myller + Jonas Sjöstedt +Dorette 
Corbey + Carl Schlyter, Caroline Lucas, Hiltrud Breyer

Amendment 670
Article 55, paragraph 5

5. After inclusion of a substance in 
Annex XIII, this substance shall not be 
subjected to new restrictions under the 
procedure outlined in Title VIII covering 
the risks to human health or the 
environment from the use of the substance 
arising from the intrinsic properties 
specified in Annex XIII.

deleted

Or. en

Justification

The authorisation procedure should not exclude further restrictions if necessary, especially 
when new scientific information on very high concern chemicals emerge and quick action is 
needed. Otherwise, neither authorisation, nor restrictions, can be used for listed substances to 
control uses that have been exempted from authorisation. This would imply a step backward 
from the present situation in that the restrictions provisions could not function as a safety net. 
So far, restrictions (Directive 76/769) have been found necessary for the control of substances 
(e.g. SCCPs and NPEs) – that have been used to a high degree at IPPC installations and 
point sources covered by the Water Framework Directive. There may also be cases (other 
than POPs) where a quick decision using the restrictions procedure may be necessary rather 
than authorisation (Dan Jørgensen & others).

Allows restrictions even if the substance is included in Annex III (Jonas Sjöstedt).

The authorisation procedure should not exclude further Community wide restrictions if 
necessary, especially when new scientific information on very high concern chemicals 
emerges and quick action is needed. In addition the rights of individual member states under 
Article 95 should not be removed by such provisions (Dorette Corbey).

Amendment by Anders Wijkman

Amendment 671
Article 55, paragraph 5

After inclusion of a substance in Annex 
XIII, this substance shall not be subject to 
new restrictions under the procedure 

After inclusion of a substance in Annex 
XIII, this substance shall not be subject to 
new restrictions under the procedure 
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outlined in Title VIII covering the risks to 
human health or the environment from the 
use of the substance arising from the 
intrinsic properties specified in Annex XIII.

outlined in Title VIII covering the risks to 
human health or the environment from the 
use of the substance arising from the 
intrinsic properties specified in Annex XIII 
except where scientific information is 
presented to the Agency that demonstrates 
the need for urgent measures to further 
restrict the substance.

Or. en

Justification

A mechanism is needed to control those uses of listed substances which have been exempted 
from authorisation - the Commission text would remove any possibility of control by ‘other’ 
restrictions. Amendments 1-13 are part of a pack of amendments all aiming towards 
strengthening substitution and duty of care.

Amendment by Chris Davies

Amendment 672
Article 55, paragraph 5

After inclusion of a substance in Annex 
XIII, this substance shall not be subject to 
new restrictions under the procedure 
outlined in Title VIII covering the risks to 
human health or the environment from the 
use of the substance arising from the 
intrinsic properties specified in Annex XIII.

After inclusion of a substance in Annex 
XIII, this substance shall not be subject to 
new restrictions under the procedure 
outlined in Title VIII covering the risks to 
human health or the environment from the 
use of the substance arising from the 
intrinsic properties specified in Annex XIII.

Other than in exceptional circumstances 
where the Agency is convinced that new 
scientific information demonstrates beyond 
reasonable doubt the need for urgent action 
to prevent significant harm to human 
health or the environment.

Or. en

Justification

The authorisation procedure should not exclude further restrictions if necessary, especially 
when new scientific information on very high concern chemicals emerges and quick action is 
needed.
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Amendment by Marcello Vernola, Amalia Sartori, Guido Podestà, Giuseppe Castiglione, 
Renato Brunetta, Lorenzo Cesa, Gianni De Michelis, Miroslav Mikolášik

Amendment 673
Article 55, paragraph 6

6. Substances for which all uses have been 
prohibited under Title VIII or by other 
Community legislation shall not be included 
in Annex XIII or shall be removed from it.

6. Substances for which all uses have been 
prohibited or otherwise restricted under 
Title VIII or by other Community legislation 
and/or have been exempted under Article 
55(2) or 55(3)(a) shall not be included in 
Annex XIII or shall be removed in 
accordance with the procedure laid down in 
Article 130(3).
Substances whose classification resulting 
from Directive 67/548/EEC has been 
modified and which consequently no longer 
meet the criteria set out in Article 54 must 
be withdrawn from Annex XIII in 
accordance with the procedure referred to 
in Article 130(3). This also applies in cases 
where a substance no longer meets the 
criteria set out in Annex XII owing to new 
scientific data.

Or. it

Justification

Other reasons for removing substances from Annex XIII should be considered, besides those 
set out in Article 55(6) of the Commission proposal. These include, for example:

- taking into consideration restrictions on uses under Title VIII, rather than just prohibitions 
on use.

- taking into consideration exemptions on uses or categories of uses in accordance with 
Articles 55(2) or 55(3a); there is no point listing substances in Annex XIII or leaving them in 
that list if all their uses are prohibited, restricted or exempted.

- it may be that the classification of a substance - e.g. of a category 1, 2 or 3 CMR substance -
is modified, or that a substance no longer meets the criteria set out in Annex XII owing to new 
scientific data. In such cases, the substance in question should be removed from Annex XIII. 

This amendment is linked to the other amendments to the Articles under Title VII: 
Authorisation.
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Amendment by Anja Weisgerber, Elisabeth Jeggle, Thomas Ulmer

Amendment 674
Article 55, paragraph 6

6. Substances for which all uses have been 
prohibited under Title VIII or by other 
Community legislation shall not be included 
in Annex XIII or shall be removed from it.

6. Substances for which all uses have been 
prohibited or otherwise restricted under 
Title VIII or by other Community legislation 
shall not be included in Annex XIII or shall 
be removed from it.

Substances the classification of which has 
been modified in accordance with Directive 
67/548/EEC and which therefore no longer 
meet the criteria laid down in Article 54 
shall be removed from Annex XIII.

Or. de

Justification

There are other grounds for not including substances in Annex XIII or for removing them 
from it. Account must be taken not only of prohibitions, but also restrictions under Title VIII.

Amendment by Richard Seeber

Amendment 675
Article 56

1. To identify substances referred to in 
Article 54(d), (e) and (f) the procedure set 
out in paragraphs 2 to 7 of this Article shall 
apply prior to any recommendations under 
Article 55(3).

Substances subject to authorisation:

2. The Commission may ask the Agency to 
prepare a dossier in accordance with 
Annex XIV for substances which in its 
opinion meet the criteria set out in Article 
54 (d), (e) and (f). The Agency shall 
circulate this dossier to the Member States.

(a) substances meeting the criteria for 
classification as carcinogenic category 1 or 
2 in accordance with Directive 
67/548/EEC;

3. Any Member State may prepare a dossier 
in accordance with Annex XIV for 
substances which in its opinion meet the 
criteria set out in Article 54(d), (e) and (f) 
and forward it to the Agency. The Agency 
shall circulate this dossier to the other 

(b) substances meeting the criteria for 
classification as mutagenic category 1 or 2 
in accordance with Directive 67/548/EEC;
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Member States.
4. Within 30 days of circulation, the other 
Member States or the Agency may 
comment on the identification of the 
substance in the dossier to the Agency.

(c) substances meeting the criteria for 
classification as toxic for reproduction 
category 1 or 2 in accordance with 
Directive 67/548/EEC;

5. If the Agency does not receive any 
comments, it may include this substance in 
its recommendations under Article 55(3).

(d) substances which are persistent, 
bioaccumulative and toxic in accordance 
with the criteria set out in Annex XII;

6. Upon receipt of comments from another 
Member State or on its own initiative, the 
Agency shall refer the dossier to the 
Member State Committee within 15 days of 
the end of the 30-day period referred to in 
paragraph 4.

(e) substances which are very persistent 
and very bioaccumulative in accordance 
with the criteria set out in Annex XII;

7. If, within 30 days of the referral, the 
Member State Committee reaches a 
unanimous agreement on the 
identification, the Agency may include that 
substance in its recommendations under 
Article 55(3). If the Member State 
Committee fails to reach a unanimous 
agreement, it shall adopt an opinion within 
30 days of the referral. The Agency shall 
transmit that opinion to the Commission, 
including information on any minority view 
within the Committee.

(f) substances, such as those having 
endocrine disrupting properties or those 
having persistent, bioaccumulative and 
toxic properties or very persistent and very 
bioaccumulative properties, which do not 
fulfil the criteria of points (d) and (e) and 
which are identified as causing serious and 
irreversible effects to humans or the 
environment which are equivalent to those 
of other substances listed in points (a) to (e) 
on a case-by-case basis in accordance with 
the procedure set out in Article 56;
(g) substances meeting the criteria for 
classification as very toxic or toxic in 
accordance with Directive 67/548/EEC; 
(h) substances meeting the criteria for 
classification as sensitising in accordance 
with Directive 67/548/EEC. 

Or. de

Justification

There should be blanket mandatory authorisation for certain particularly hazardous 
substances (including very toxic, toxic and sensitising substances). In line with the polluter-
pays principle, registrants must establish that the substances concerned can be used safely 
and that there are no alternatives.
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Amendment by Guido Sacconi + Carl Schlyter, Caroline Lucas, Hiltrud Breyer + Chris 
Davies

Amendment 676
Article 56, title 

Identification of substances referred to in 
Article 54(d), (e) and (f)

Identification and inclusion in Annex 
XIII(a) of substances referred to in Article 
54

Or. en

Justification

Completes amendment 52 by the rapporteur by providing a procedure for inclusion in Annex 
XIIIa (Guido Sacconi).

Linked to the amendment of Article 54 by the same authors. 
In order to increase transparency, stimulate voluntary measures by downstream users and 
innovation towards safer alternatives, all substances that meet the criteria of very high 
concern should be added immediately to a candidate list for authorisation (=Annex XIII (a)). 
Those that are known already to meet the criteria shall be included directly. For those that 
are yet to be identified, a procedure for adding them needs to be introduced (Carl Schlyter & 
others).

Substances already identified as hazardous (meeting the respective scientific criteria) within 
other conventions or regulations Water Framework directive should be included in the 
candidate list for authorisation. The proposal as it stands does not provide any timeline for 
identifying and bringing chemicals meeting the criteria for authorisation under the 
procedure, therefore a 3 month period is proposed (Chris Davies).

Amendment by Marcello Vernola, Guido Podestà, Giuseppe Castiglione, Renato Brunetta, 
Lorenzo Cesa, Gianni De Michelis, Miroslav Mikolášik

Amendment 677
Article 56, title

Identification of substances referred to in 
Article 54(d), (e) and (f)

Identification of substances referred to in 
Article 54(d) and (e) (deletion)

Or. it

Justification

No criteria exist for the definition of endocrine disrupting properties. Criteria supplementary 
to those established in Article 54(d) and (e) must be identified on the basis of scientific 
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evidence so as not to give rise to arbitrary decisions. This amendment is linked to the other 
amendments to the Articles under Title VII: Authorisation.

Amendment by Guido Sacconi + Chris Davies

Amendment 678
Article 56, paragraph -1 (new)

-1 (new). Substances referred to in Article 
54 (a) (b) and (c) shall be included in 
Annex XIIIa.

Or. en

Justification

See justification above.

Amendment by Carl Schlyter, Caroline Lucas, Hiltrud Breyer

Amendment 679
Article 56, paragraph -1 (new)

-1. Substances referred to in Article 54 (a), 
(b), (c), (ca) and (cb) shall be included in 
Annex XIIIa.

Or. en

Justification

Linked to the amendment of Article 54 by the same authors. 
In order to increase transparency, stimulate voluntary measures by downstream users and 
innovation towards safer alternatives, all substances that meet the criteria of very high 
concern should be added immediately to a candidate list for authorisation (=Annex XIII (a)). 
Those that are known already to meet the criteria shall be included directly. For those that 
are yet to be identified, a procedure for adding them needs to be introduced.

Amendment by Marcello Vernola, Guido Podestà, Giuseppe Castiglione, Renato Brunetta, 
Lorenzo Cesa, Gianni De Michelis, Miroslav Mikolášik

Amendment 680
Article 56, paragraph 1



PE 357.823v01-00 50 AM\565935EN.doc

EN

1. To identify substances referred to in 
Article 54(d), (e) and (f) the procedure set 
out in paragraphs 2 to 7 of this Article shall 
apply prior to any recommendations under 
Article 55(3).

To identify substances referred to in 
Article 54(d) and (e) (deletion) the 
procedure set out in paragraphs 2 to 7 of this 
Article shall apply prior to any 
recommendations under Article 55(3).

Or. it

Justification

No criteria exist for the definition of endocrine disrupting properties. Criteria supplementary 
to those established in Article 54(d) and (e) must be identified on the basis of scientific 
evidence so as not to give rise to arbitrary decisions. This amendment is linked to the other 
amendments to the Articles under Title VII: Authorisation.

Amendment by Marcello Vernola, Guido Podestà, Giuseppe Castiglione, Renato Brunetta, 
Lorenzo Cesa, Gianni De Michelis, Miroslav Mikolášik

Amendment 681
Article 56, paragraph 2

2. The Commission may ask the Agency to 
prepare a dossier in accordance with Annex 
XIV for substances which in its opinion 
meet the criteria set out in 
Article 54 (d), (e) and (f). The Agency shall 
circulate this dossier to the Member States.

2. The Commission may ask the Agency to 
prepare a dossier in accordance with Annex 
XIV for substances which in its opinion 
meet the criteria set out in Article 54 (d)
and (e) (deletion). The Agency shall 
circulate this dossier to the Member States.

Or. it

Justification

See justification to amendment above.

Amendment by Marcello Vernola, Guido Podestà, Giuseppe Castiglione, Renato Brunetta, 
Lorenzo Cesa, Gianni De Michelis, Miroslav Mikolášik

Amendment 682
Article 56, paragraph 3

3. Any Member State may prepare a dossier 
in accordance with Annex XIV for 
substances which in its opinion meet the 
criteria set out in Article 54(d), (e) and (f)

Any Member State may prepare a dossier in 
accordance with Annex XIV for substances 
which in its opinion meet the criteria set out 
in Article 54(d) and (e) (deletion) and 
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and forward it to the Agency. The Agency 
shall circulate this dossier to the other 
Member States.

forward it to the Agency. The Agency shall 
circulate this dossier to the other Member 
States.

Or. it

Justification

See justification above.

Amendment by Françoise Grossetête

Amendment 683
Article 56, paragraph 3 a (new)

3a. In the 6 months following completion of 
the registration of a specific substance 
meeting the criteria set out in Article 54, 
the Agency shall decide whether new 
restrictions or amendments to existing 
restrictions under Title VIII are necessary 
in relation to the uses identified by the 
registrant. Should the Agency decide that 
such restrictions are necessary, it shall 
recommend triggering of the restriction 
process pursuant to Articles 66 to 70. If the 
Agency decides that the uses identified by 
the registrant are correctly controlled, it 
shall recommend exemptions, thus 
applying the requirements set out in Article 
55(2). These exemptions shall form the 
subject of decisions that must be taken in 
accordance with the procedure referred to 
in Article 130(3).
Sentences 1-3 shall not apply if the 
substance has already been recommended 
by the Agency as a priority substance under 
Article 55(3). Sentences 1-3 shall not apply 
if the Agency decides that the registration 
dossier for the substance does not provide 
sufficient information to enable an 
accelerated decision to be taken. This 
decision shall be notified to the registrants 
concerned, who shall be invited to submit 
their comments within three months. The 
Agency shall issue its decision with due 
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regard for the comments received.
The uses identified by the registrant for 
which the Agency has not, within a period 
of six months, made a recommendation 
pursuant to sentence 2 or 3 or issued a 
decision pursuant to sentence 5 shall be 
considered exempted under the terms of 
Article 55(2).

Or. fr

Justification

In order to rectify the lack of legal certainty among producers, importers and users of 
substances meeting the criteria set out in Article 54, it is proposed that a specific procedure 
be introduced prior to the Agency recommending inclusion of the substance concerned in 
Annex XIII (Article 55(3)) as a priority substance. That procedure should be based on 
registration aimed at identifying 'the registrant's identified uses' (Article 9a)(iii)).

This 'accelerated procedure' can only operate if the registration dossier provides sufficient 
information to enable such a decision to be taken. If the registration dossier meets all the 
criteria set out in Article 9, the Agency should be able to take the decision required under the 
proposed Article 55(3a). Should this not be the case - e.g. if the evaluation process is not yet 
complete - the appropriate instrument might be the procedure for inclusion in Annex XIII.

Amendment by Françoise Grossetête

Amendment 684
Article 56, paragraph 6

6. Substances for which all uses have been 
prohibited under Title VIII or by other 
Community legislation shall not be included 
in Annex XIII or shall be removed from it.

6. Substances for which all uses have been 
prohibited or subjected to restrictions under 
Title VIII or by other Community 
legislation, and/or exempted under Articles 
55(2) or 55(3a), shall not be included in 
Annex XIII or shall be removed from it, in 
accordance with the procedure referred to 
in Article 130(3).

Substances whose classification resulting 
from Directive 67/548/EEC has been 
modified and which consequently no longer 
meet the criteria set out in Article 54 must 
be removed from Annex XIII in accordance 
with the procedure referred to in Article 
130(3). This also applies in cases where a 
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substance no longer meets the criteria set 
out in Annex XII owing to new scientific 
data.

Or. fr

Justification

The following possibilities should be taken into account:

- restrictions on use under Title VIII should also be included, rather than simply prohibitions 
on use.

- exemptions on use or categories of uses in accordance with Articles 55(2) or 55(3a) should 
also be taken into account: there is no point including substances in Annex XIII if all their 
uses are prohibited, restricted or exempted.

- it may be that the classification of a substance - e.g. of a category 1, 2 or 3 CMR substance -
is modified, or that a substance no longer meets the criteria set out in Annex XII owing to new 
scientific data. In such cases, the substance in question should be removed from Annex XIII.

Amendment by Carl Schlyter, Caroline Lucas, Hiltrud Breyer

Amendment 685
Article 56, paragraph 7

7. If, within 30 days of the referral, the 
Member State Committee reaches a
unanimous agreement on the identification, 
the Agency may include that substance in its 
recommendations under Article 55(3). If the 
Member State Committee fails to reach a 
unanimous agreement, it shall adopt an 
opinion within 30 days of the referral. The 
Agency shall transmit that opinion to the 
Commission, including information on any 
minority view within the Committee.

7. If, within 30 days of the referral, the 
Member State Committee reaches agreement 
by a qualified majority on the identification, 
the Agency may include that substance in its 
recommendation under Article 55(3). If the 
Member State Committee fails to reach 
agreement by a qualified majority, it shall 
adopt an opinion within 30 days of the 
referral. The Agency shall transmit that 
opinion to the Commission, within 15 
working days, including information on any 
minority view within the Committee.

Or. en

Justification

Decision by qualified majority is more appropriate
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Amendment by Guido Sacconi

Amendment 686
Article 56, paragraph 7

7. If, within 30 days of the referral, the 
Member State Committee reaches a 
unanimous agreement on the 
identification, the Agency may include that 
substance in its recommendations under
Article 55(3). If the Member State 
Committee fails to reach a unanimous
agreement, it shall adopt an opinion within 
30 days of the referral. The Agency shall 
transmit that opinion to the Commission, 
including information on any minority view 
within the Committee.

7. If, within 30 days of the referral, the 
Member State Committee reaches a 
qualified majority agreement that the 
substance satisfies the criteria for 
authorisation and should be included in 
Annex XIIb, the Agency shall, within 15 
working days, recommend to the 
Commission that the substance be included 
in Annex XIIIb, as is provided for in 
Article 55(3). If the Member State 
Committee fails to reach a qualified 
majority agreement, it shall adopt an opinion 
within 30 days of the referral. The Agency 
shall transmit that opinion to the 
Commission within 15 working days, 
including information on any minority view 
within the Committee, in order for the 
Commission to take a decision. 

Or. it

Justification

Supplements Amendment 57 by the rapporteur, making it clear that in the event of the 
Committee not reaching an agreement the final decision will rest with the Commission.

Amendment by Guido Sacconi 

Amendment 687
Article 56, paragraph 7 a (new)

7a.  Substances that are newly classified to 
fulfil the criteria of article 54 (a), (b) and 
(c) and substances identified to fulfil the 
criteria of article 54 (d), (e) and (f) shall be 
included in Annex XIIIa within three 
months.

Or. en
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Justification

Completes amendment 52 by the rapporteur by providing a procedure for inclusion in Annex 
XIIIa.

Amendment by Carl Schlyter, Caroline Lucas, Hiltrud Breyer

Amendment 688
Article 56, paragraph 7 a (new)

7a. Substances that are newly classified to 
fulfil the criteria of 54(a), (b), (c), (ca) and 
(cb) and substances identified to fulfil the 
criteria of Article 54(d), (e), and (f) shall be 
included in Annex XIIIa within one month.

Or. en

Justification

Linked to the amendment of Article 54 by the same authors. 
In order to increase transparency, stimulate voluntary measures by downstream users and 
innovation towards safer alternatives, all substances that meet the criteria of very high 
concern should be added immediately to a candidate list for authorisation (=Annex XIII (a)). 
Those that are known already to meet the criteria shall be included directly. For those that 
are yet to be identified, a procedure for adding them needs to be introduced.

Amendment by Anders Wijkman

Amendment 689
Article 57, paragraph 1

1. The Commission shall be responsible for 
taking decisions on applications for 
authorisations in accordance with this Title.

1. The Commission shall be responsible for 
taking decisions on applications for 
authorisations in accordance with this Title. 
The precautionary principle shall apply 
when such decisions are taken. 

Or. en

Justification

See justification to amendment to Article 1(3).
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Amendment by Dan Jørgensen, Åsa Westlund, Riitta Myller + Carl Schlyter, Caroline Lucas, 
Hiltrud Breyer + Jonas Sjöstedt + Anders Wijkman

Amendment 690
Article 57, paragraph 2

2. An authorisation shall be granted if the 
risk to human health or the environment 
from the use of a substance arising from 
the intrinsic properties specified in 
Annex XIII is adequately controlled in 
accordance with Annex I, section 6, and as 
documented in the applicant’s chemical 
safety report.

deleted

The Commission shall not consider the 
following:

(a) risks to human health and the 
environment of emissions of the substance 
from an installation for which a permit was 
granted in accordance with Council 
Directive 96/61/EC

(b) risks to and via the aquatic 
environment of discharges of the substance 
from a point source governed by the 
requirement for prior regulation referred to 
in Article 11 (3) and legislation adopted 
under Article 16 of  Directive 2000/60/EC 
of the European Parliament and of the 
Council

(c) risks to human health arising from 
the use of a substance in a medical device 
regulated by Council 
Directive 90/385/EEC, Council 
Directive 93/42/EEC or Directive 98/79/EC 
of the European Parliament and of the 
Council

Or. en

Justification

The authorisation requirement will only be capable of providing the high level of protection 
required if it is aiming at replacing substances of very high concern with suitable 
alternative substances or technologies wherever this is possible.  To retain the alternative 
aim of “adequate control” of risks is to endorse continued use and release of substances of 
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very high concern to the environment, irrespective of the socio-economic benefits or 
otherwise from such uses and irrespective of whether safer alternatives are available.
The exemption (Article 57.2.a and 59.6.a) for uses at IPPC installations constitutes a serious 
problem that could undermine the authorisation procedure by excluding important areas of 
use of a substance in favour of a permit procedure that cannot be compared to REACH. 
Regulation by emission limit values is not a suitable means for dealing with chemicals of very 
high concern (particularly PBT and vPvB) and cannot ensure a high degree of protection of 
human health and the environment. The use of such substances in medical devices may have 
indirect human health (and environmental) effects not considered in the specified Directives. 
(Jørgensen & others)

It is common sense that prevention is better than cure. Therefore substitution should take 
precedence over "adequate control" in line with existing legislation on workers' safety, 
biocides and certain hazardous substances in electrical and electronic equipment.  Apart 
from general doubts about the feasibility of "adequate control", this concept is clearly non-
applicable to substances that are persistent, bioaccumulative or non-threshold genotoxins. 
The legislative instruments listed here do not consider the availability of substitutes and can 
therefore not be considered to be equal to REACH. (Schlyter & others)

By deleting this text a significant improvement is made. It is a major flaw to allow substances 
to be authorised so long as they are "adequately controlled". This threatens to compromise 
the effectiveness, and thereby destroy the credibility, of authorisation as a progressive 
legislative tool.  It is also unacceptable that the Commission should be forbidden to take into 
consideration a number of risks to the aquatic environment and to human health. (Sjoestedt)

Once it is clear that authorisations always consider the socio-economic justification and the 
availability of safer alternatives, the granting of such authorisations can become mandatory. 
Authorisations should only be granted when there is no safer alternative, a clear societal 
need for the use of the substance, and when measures to minimise exposure and losses to the 
environment are in place (Anders Wijkman).

Amendment by Dorette Corbey

Amendment 691
Article 57, paragraph 2

2. An authorisation shall be granted if the 
risk to human health or the environment 
from the use of a substance arising from the 
intrinsic properties specified in Annex XIII 
is adequately controlled in accordance with 
Annex I, section 6, and as documented in the 
applicant’s chemical safety report.

2. An authorisation shall be granted if the 
risk to human health or the environment 
from the use of a substance arising from the 
intrinsic properties specified in Annex XIII 
is adequately controlled in accordance with 
Annex I, section 6, and as documented in the 
applicant’s chemical safety report and if no 
safer alternatives exist.

The Commission shall not consider the 
following:
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(a) risks to human health and the 
environment of emissions of the substance 
from an installation for which a permit was 
granted in accordance with Council 
Directive 96/61/EC

(b) risks to and via the aquatic 
environment of discharges of the substance 
from a point source governed by the 
requirement for prior regulation referred to 
in Article 11 (3) and legislation adopted 
under Article 16 of  Directive 2000/60/EC 
of the European Parliament and of the 
Council

(c) risks to human health arising from 
the use of a substance in a medical device 
regulated by Council 
Directive 90/385/EEC, Council 
Directive 93/42/EEC or Directive 98/79/EC 
of the European Parliament and of the 
Council

Or. en

Justification

The authorisation requirement will only be capable of providing the high level of protection 
required if it is aiming at replacing substances of very high concern with suitable alternative 
substances or technologies wherever this is possible. To retain the alternative aim of 
"adequate control" of risks is to endorse continued use and release of substances of very high 
concern to the environment, irrespective of the socio-economic benefits or otherwise from 
such uses and irrespective of whether safer alternatives are available.

Amendment by Liam Aylward

Amendment 692
Article 57, paragraph 2

2. An authorisation shall be granted if the 
risk to human health or the environment 
from the use of a substance arising from the 
intrinsic properties specified in Annex XIII 
is adequately controlled in accordance with 
Annex I, section 6, and as documented in the 
applicant’s chemical safety report.

2. An authorisation shall be granted if the 
risk to human health or the environment 
from the use of a substance arising from the 
intrinsic properties specified in Annex XIII 
is adequately controlled in accordance with 
Annex I, section 6, and as documented in the 
applicant’s chemical safety report. For 
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purposes of this section, a Low Risk/Low 
Exposure Industrial Use should be defined 
as adequately controlled in accordance 
with Annex I, section 6 and need not be 
otherwise documented. A Low Risk/Low 
Exposure Industrial Use is an industrial 
use that has been demonstrated to the 
satisfaction of the competent authority of 
the Member State in whose territory the 
industrial use occurs, that it will reduce to 
as low as technically possible the level of 
exposure of workers to substances and the 
discharge, emission, or other release of 
substances into the environment.

Or. en

Justification

At a minimum, if the categories of article 54(e) and (f) are not deleted, the Regulation needs 
to be amended to clearly set forth the process of adding Substances of Very High Concern to 
authorisation and to clearly set for the criteria and tests for vPvB, endocrine disrupters and 
“other substances of equivalent concern”).

Article 57 defines in detail how the Commission shall grant or refuse authorisations. This 
article should be amended to allow for the authorisation of substances in low risk/low 
exposure industrial uses, in accordance with Annex I Section 6.

This article should be amended to allow for the authorisation of substances in low risk/low 
exposure industrial uses, in accordance with Annex I Section 6.

Amendment by Anne Ferreira, Marie-Noëlle Lienemann

Amendment 693
Article 57, paragraph 2, point (a)

a) risks to human health and the 
environment of emissions of the substance 
from an installation for which a permit was 
granted in accordance with Council 
Directive 96/61/EC

Deleted

Or. fr
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Justification

Conformity with the provisions of the IPPC Directive (Directive 96/61/EC) cannot serve as 
evidence of an automatic exclusion of risks to human health and the environment in the 
context of the REACH authorisation procedure. Conformity with the IPPC Directive is no 
guarantee of conformity with REACH. Applications for exemption should be considered on a 
case by case basis.

Amendment by Anne Ferreira, Marie-Noëlle Lienemann

Amendment 694
Article 57, paragraph 2 (b)

b) risks to and via the aquatic environment 
of discharges of the substance from a point 
source governed by the requirement for 
prior regulation referred to in Article 11 (3) 
and legislation adopted under Article 16 of  
Directive 2000/60/EC of the European 
Parliament and of the Council;

Deleted

Or. fr

Justification

Conformity with the provisions of the Water Framework Directive cannot serve as evidence of 
an automatic exclusion of risks to human health and the environment in the context of the 
REACH authorisation procedure. Conformity with the Water Framework Directive is no 
guarantee of conformity with REACH. Applications for exemption should be considered on a 
case by case basis.

Amendment by Jonas Sjöstedt

Amendment 695
Article 57, paragraph 3, introductory part

3. If an authorisation cannot be granted 
under paragraph 2, an authorisation may be 
granted if it is shown that socio-economic 
benefits outweigh the risk to human health 
or the environment arising from the use of 
the substance and if there are no suitable 
alternative substances or technologies. This 
decision shall be taken after consideration of 
all of the following elements:

3. An authorisation may be granted if there 
are no suitable alternative substances or 
technologies, and if it is shown that socio-
economic benefits outweigh the risk to 
human health or the environment arising 
from the use of the substance, and if 
measures to minimise exposure are put in 
place. This decision shall be taken after 
consideration of all of the following 
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elements:

Or. en

Justification

The authorisation process is intended for substances of very high concern. Authorities will 
have to give  specific permission before such a substance can be used. The principle of 
substitution needs to be included in these provisions. In order for a substance to be authorised 
it must first be established that other alternatives are not available.

Amendment by Carl Schlyter, Caroline Lucas, Hiltrud Breyer

Amendment 696
Article 57, paragraph 3, introductory part

3. If an authorisation cannot be granted 
under paragraph 2, an authorisation may be 
granted if it is shown that socio-economic 
benefits outweigh the risk to human health 
or the environment arising from the use of 
the substance and if there are no suitable 
alternative substances or technologies. This 
decision shall be taken after consideration of 
all of the following elements:

3. An authorisation shall be granted, if it is 
shown that socio-economic benefits 
significantly outweigh the risk to human 
health, including that of workers and 
vulnerable populations, or the environment 
arising from the use of the substance and if 
there are no suitable alternative substances 
or technologies, and if measures to 
minimise exposure and discharges, 
emissions and losses to the environment are 
put in place. This decision shall be taken 
after consideration of all of the following 
elements:

Or. en

Justification

Linked to the deletion of Article 57(2) by the same authors. 
Once it is clear that authorisations always consider the socio-economic justification and the 
availability of safer alternatives, the granting of such authorisations can become mandatory. 
Authorisations should only be granted when there is no safer alternative, a clear societal 
need for the use of the substance, and when measures to minimise exposure and losses to the 
environment are in place.
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Amendment by Frédérique Ries, Chris Davies

Amendment 697
Article 57, paragraph 3, introductory part

3. If an authorisation cannot be granted 
under paragraph 2, an authorisation may be 
granted if it is shown that socio-economic 
benefits outweigh the risk to human health 
or the environment arising from the use of 
the substance and if there are no suitable 
alternative substances or technologies. This 
decision shall be taken after consideration of 
all of the following elements:

3. If an authorisation cannot be granted 
under paragraph 2, an authorisation may be 
granted if it is shown that socio-economic 
benefits outweigh the risk to human health, 
especially including that of vulnerable 
populations, or the environment arising 
from the use of the substance and if there are 
no suitable alternative substances or 
technologies and if measures to reduce 
combinations of exposure and emissions to 
the environment are put in place. This 
decision shall be taken after consideration of 
all of the following elements:

Or. en

Justification

Citizens in the European Union understand that what they are exposed to in reality are many 
different mixtures of pollutants. There will always be great disparities between actual 
exposure and what is tested in a laboratory. So authorisations should only be granted when 
there is no safer alternative or technologies but also a strong will to reduce or eliminate 
hazardous combinations of pollutant.

Amendment by Anders Wijkman

Amendment 698
Article 57, paragraph 3, introductory part

3. If an authorisation cannot be granted
under paragraph 2, an authorisation may be
granted if it is shown that socio-economic
benefits outweigh the risk to human health
or the environment arising from the use of
the substance and if there are no suitable
alternative substances or technologies. This
decision shall be taken after consideration of
all of the following elements:

3. An authorisation shall be granted, if it is 
shown that socio-economic benefits
outweigh the risk to human health or the
environment arising from the use of the
substance and if there are no suitable
alternative substances or technologies, and if 
measures to minimise exposure and
discharges, emissions and losses to the
environment are put in place. This decision
shall be taken after consideration of all of
the following elements:
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Or. en

Justification

Once it is clear that authorisations always consider the socio-economic justification and the 
availability of safer alternatives, the granting of such authorisations can become mandatory. 
Authorisations should only be granted when there is no safer alternative, a clear societal 
need for the use of the substance, and when measures to minimise exposure and losses to the 
environment are in place.

Amendment by John Bowis, Ria Oomen-Ruijten

Amendment 699
Article 57, paragraph 3, point (b)

(b) the socio-economic benefits arising from 
its use and the socio-economic implications 
of a refusal to authorise as demonstrated by 
the applicant or other interested parties;

(b) the socio-economic benefits arising from 
its use and the socio-economic and other 
sustainability-related implications of a 
refusal to authorise as demonstrated by the 
applicant or other interested parties;

Or. en

Justification

The term “socio-economic” does not necessarily cover the full assessment of implications 
that needs to be considered. Sustainability-related implications could include an assessment 
of such factors as efficiency of resource use, energy efficiency, greenhouse gas efficiency, 
waste minimisation and recycling.

Amendment by John Bowis, Ria Oomen-Ruijten

Amendment 700
Article 57, paragraph 3, point (d)

(d) available information on the health 
and/or environmental risks of any alternative 
substances or technologies.

(d) available information on the health and 
environmental risks, and the socio-economic 
and other sustainability-related 
implications, associated with the use of any 
alternative substances or technologies.

Or. en
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Justification

For consistency information should also be required on the socio-economic and 
sustainability-related implications of alternative substances or technologies.

Amendment by Marcello Vernola, Amalia Sartori, Guido Podestà, Giuseppe Castiglione, 
Renato Brunetta, Lorenzo Cesa, Gianni De Michelis, Miroslav Mikolášik

Amendment 701
Article 57, paragraph 4

4. A use shall not be authorised if this 
would constitute a relaxation of a 
restriction set out in Annex XVI.

deleted

Or. it

Justification

This amendment clarifies that the decisions already taken by the EU Council of Ministers and 
the European Parliament on the basis of Directive 76/769/EEC, or taken in the future by the 
Commission under the procedure described in Article 130 – Comitology – should not be 
subject to further discussions. It should not be left to the Commission's discretion to decide 
whether and to what extent to exempt substances and uses already regulated. This amendment 
is linked to the other amendments to the Articles under Title VII: Authorisation. It is 
preferable that a high level of protection be maintained for such substances. This amendment 
is linked to the other amendments to the Articles under Title VII: Authorisation.

Amendment by Marie-Noëlle Lienemann, Anne Ferreira

Amendment 702
Article 57, paragraph 6

6. Authorisations may be subject to 
conditions, including review periods and/or 
monitoring. Authorisations granted in 
accordance with paragraph 3 shall 
normally be subject to a time-limit.

6. Authorisations shall be subject to review 
periods and time-limits.

Or. fr
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Justification

Without regular reviews, there will no longer be any stimulus for innovation in seeking safer 
alternatives.

Amendment by Marcello Vernola, Amalia Sartori, Guido Podestà, Giuseppe Castiglione, 
Renato Brunetta, Lorenzo Cesa, Gianni De Michelis, Miroslav Mikolášik

Amendment 703
Article 57, paragraph 6

6. Authorisations may be subject to 
conditions, including review periods and/or 
monitoring. Authorisations granted in 
accordance with paragraph 3 shall 
normally be subject to a time-limit.  

6. Authorisations may be subject to 
conditions, including review periods and/or 
monitoring.  

Or. it

Justification

There is no need for a time-limit, in that decisions on the granting of authorisation can 
already be reviewed at any time, and modified or even annulled. A time-limit would simply 
impose an additional burden on enterprises and the authorities. This amendment is linked to 
the other amendments to the Articles under Title VII: Authorisation.

Amendment by Anders Wijkman

Amendment 704
Article 57, paragraph 6

6. Authorisations may be subject to 
conditions, including review periods and/or 
monitoring. Authorisations granted in 
accordance with paragraph 3 shall 
normally be subject to a time-limit.

6. Authorisations shall be subject to review 
periods and to the presentation of 
substitution plans, and may be subject to 
other conditions, including monitoring. 
Authorisations shall be subject to a time-
limit, for a maximum period of 7 years.

Or. en

Justification

Modification of amendment 61.
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Amendment by Jonas Sjöstedt

Amendment 705
Article 57, paragraph 6

6. Authorisations may be subject to 
conditions, including review periods and/or 
monitoring. Authorisations granted in 
accordance with paragraph 3 shall 
normally be subject to a time-limit.

6. Authorisations shall be subject to review 
periods and to the presentation of
substitution plans, and may be subject to
other conditions, including monitoring.
Authorisations shall be subject to a time-
limit, for a maximum period of 5 years.

Or. en

Justification

Identical to Sacconi's am. 61. It is necessary to establish a time limit for authorisations. 
Similar provisions are found in legislation for biocides and for genetically modified 
organisms. This will also provide incentive for innovation and the development of safer 
alternatives.

Amendment by Dan Jørgensen, Åsa Westlund, Riitta Myller

Amendment 706
Article 57, paragraph 6

6  Authorisations may be subject to 
conditions, including review periods and/or 
monitoring. Authorisations granted in 
accordance with paragraph 3 shall 
normally be subject to a time-limit. 
Authorisations shall be subject to review 
periods.

6. Authorisations shall be subject to review 
periods and requirements for a substitution 
plan and may be subject to other 
conditions, including requirements for 
monitoring. Authorisations shall be subject 
to time limits, with a maximum period of 5 
years.

Or. en

Justification

It is reasonable that all authorisations issued be temporary, because periodic review will 
allow (and encourage) adaptation to technical progress (e.g. consideration of new 
information on hazards, exposure, socio-economic benefits and availability of alternatives). 
All authorisations should be time-limited, and subject to review at most every 5 years 
depending on the state of development of safer alternatives or technologies. Without regular 
review periods, the momentum for the innovation of safer alternatives will be lost.
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Amendment by Dorette Corbey

Amendment 707
Article 57, paragraph 6

6. Authorisations may be subject to 
conditions, including review periods and/or 
monitoring. Authorisations granted in 
accordance with paragraph 3 shall 
normally be subject to a time-limit. 

6. Authorisations shall be subject to review 
periods and to the presentation of 
substitution plans, and may be subject to 
other conditions, including monitoring. 
Authorisations shall be subject to a time-
limit, for a maximum period of 3 years.

Or. en

Justification

Strengthens the rapporteur´s approach in amendment 61. Authorisations must be subject to a 
time limit to give an incentive for innovation.

Amendment by Johannes Blokland

Amendment 708
Article 57, paragraph 6

6. Authorisations may be subject to 
conditions, including review periods and/or 
monitoring. Authorisations granted in 
accordance with paragraph 3 shall normally 
be subject to a time-limit.

6. Authorisations may be subject to 
conditions, including review periods and/or 
monitoring. Authorisations granted in 
accordance with paragraph 3 shall be subject 
to a time-limit.

Or. nl

Justification

Authorisations are always subject to a time-limit.

Amendment by Carl Schlyter, Caroline Lucas, Hiltrud Breyer

Amendment 709
Article 57, paragraph 7, point (c) a (new)

(ca) the duration for which the 
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authorisation is granted;

Or. en

Justification

All authorisations should be time-limited, because periodic review will allow (and encourage) 
adaptation to technical progress (e.g. consideration of new information on hazards, exposure, 
socio-economic benefits and availability of alternatives). Without regular review periods, the 
momentum for the innovation of safer alternatives will be lost. A substitution plan should be 
part of every authorisation.

Amendment by Carl Schlyter, Caroline Lucas, Hiltrud Breyer

Amendment 710
Article 57, paragraph 7, point (d)

(d) any conditions under which the 
authorisation is granted;

(d) the conditions under which the 
authorisation is granted;

Or. en

Justification

See justification above.

Amendment by Carl Schlyter, Caroline Lucas, Hiltrud Breyer + Marie-Noëlle Lienemann, 
Anne Ferreira + Mary Honeyball + Dan Jørgensen, Åsa Westlund, Riitta Myller

Amendment 711
Article 57, paragraph 7, point (e)

(e) any review period; (e) the review period;

Or. en

Justification

All authorisations should be time-limited, because periodic review will allow (and encourage) 
adaptation to technical progress (e.g. consideration of new information on hazards, exposure, 
socio-economic benefits and availability of alternatives). Without regular review periods, the 
momentum for the innovation of safer alternatives will be lost. A substitution plan should be 
part of every authorisation (Schlyter & others).

Amendment designed to ensure consistency with the amendment to Article 57(6) (Ferreira).
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It is reasonable that all authorisations issued be temporary, because periodic review will 
allow (and encourage) adaptation to technical progress (e.g. consideration of new 
information on hazards, exposure, socio-economic benefits and availability of alternatives). 
All authorisations should be time-limited, and subject to review at most every 5 years 
depending on the state of development of safer alternatives or technologies. Without regular 
review periods, the momentum for the innovation of safer alternatives will be lost 
(Honeyball).

Amendment by Carl Schlyter, Caroline Lucas, Hiltrud Breyer

Amendment 712
Article 57, paragraph 7, point (f)

(f) any monitoring arrangement. (f) the monitoring arrangement;

Or. en

Justification

All authorisations should be time-limited, because periodic review will allow (and encourage) 
adaptation to technical progress (e.g. consideration of new information on hazards, exposure, 
socio-economic benefits and availability of alternatives). Without regular review periods, the 
momentum for the innovation of safer alternatives will be lost. A substitution plan should be 
part of every authorisation.

Amendment by Carl Schlyter, Caroline Lucas, Hiltrud Breyer + Dan Jørgensen, Åsa 
Westlund, Riitta Myller + Mary Honeyball

Amendment 713
Article 57, paragraph 7, point (f) a (new)

(fa)     the substitution plan.

Or. en

Justification

All authorisations should be time-limited, because periodic review will allow (and encourage) 
adaptation to technical progress (e.g. consideration of new information on hazards, exposure, 
socio-economic benefits and availability of alternatives). Without regular review periods, the 
momentum for the innovation of safer alternatives will be lost. A substitution plan should be 
part of every authorisation (Schlyter & others).

It is reasonable that all authorisations issued be temporary, because periodic review will 
allow (and encourage) adaptation to technical progress (e.g. consideration of new 
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information on hazards, exposure, socio-economic benefits and availability of alternatives). 
All authorisations should be time-limited, and subject to review at most every 5 years 
depending on the state of development of safer alternatives or technologies. Without regular 
review periods, the momentum for the innovation of safer alternatives will be lost (Jørgensen 
& others + Mary Honeyball).

Amendment by Anne Laperrouze

Amendment 714
Article 57, paragraph 8

8. Notwithstanding any conditions of an 
authorisation, the holder shall ensure that 
the level of exposure is reduced to as low as 
is technically possible.

deleted

Or. fr

Justification

Paragraph 8 is incompatible with the evaluation of risks and should be deleted. Authorisation 
will be granted if the risk evaluation shows that the risk to human health and/or the 
environment arising from exposure is adequately controlled. It follows that the obligation to 
reduce exposure to a minimum level will result in legal and financial vagueness.

Amendment by Marcello Vernola, Amalia Sartori, Guido Podestà, Giuseppe Castiglione, 
Renato Brunetta, Lorenzo Cesa, Gianni De Michelis, Miroslav Mikolášik, Cristina Gutiérrez-

Cortines, María del Pilar Ayuso González

Amendment 715
Article 57, paragraph 8

8. Notwithstanding any conditions of an 
authorisation, the holder shall ensure that the 
level of exposure is reduced to as low as is 
technically possible. 

8. Notwithstanding any conditions of an 
authorisation, the holder shall ensure that the 
level of exposure is reduced to as low as is 
technically possible and economically 
sustainable.

Or. it
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Justification

The action that needs to be taken to reduce levels of exposure should also take economic 
potentials into account. This amendment is linked to the other amendments to the Articles 
under Title VII: Authorisation.

Amendment by Marcello Vernola, Amalia Sartori, Guido Podestà, Giuseppe Castiglione, 
Renato Brunetta, Lorenzo Cesa, Gianni De Michelis, Miroslav Mikolášik

Amendment 716
Article 58, paragraph 1

1. Authorisations granted in accordance 
with Article 57(3) which are subject to a 
time-limit shall be regarded as valid until 
the Commission decides on a new 
application, provided that the holder of the 
authorisation submits a new application at 
least 18 months before the expiry of the 
time-limit. Rather than re-submitting all 
elements of the original application for the 
current authorisation, the applicant may 
submit only the number of the current 
authorisation, subject to the second, third 
and fourth subparagraphs.
If he cannot demonstrate that the risk is 
adequately controlled, he shall submit an 
update of the socio-economic analysis, 
analysis of alternatives and substitution 
plan contained in the original application.
If he can now demonstrate that the risk is 
adequately controlled, he shall submit an 
update of the chemical safety report.
If any other elements of the original 
application have changed, he shall also 
submit updates of these element(s).

deleted

Or. it

Justification

In line with the amendment to Article 57(6), the time-limit and the procedure described are 
unnecessary. Decisions on authorisation can already be reviewed at any time, and modified 
or even annulled. A time-limit would simply impose an additional burden on enterprises and 
the authorities. This amendment is linked to the other amendments to the Articles under Title 
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VII: Authorisation.

Amendment by Jonas Sjöstedt

Amendment 717
Article 58, paragraph 1, subparagraph 1

1. Authorisations granted in accordance 
with Article 57(3) which are subject to a 
time-limit shall be regarded as valid until the 
Commission decides on a new application, 
provided that the holder of the authorisation 
submits a new application at least 18 months 
before the expiry of the time-limit. Rather 
than re-submitting all elements of the 
original application for the current 
authorisation, the applicant may submit only 
the number of the current authorisation, 
subject to the second, third and fourth 
subparagraphs. If he cannot demonstrate 
that the risk is adequately controlled, he 
shall submit an update of the socio-
economic analysis, analysis of alternatives 
and substitution plan contained in the 
original application. If he can now 
demonstrate that the risk is adequately 
controlled, he shall submit an update of the 
chemical safety report. If any other 
elements of the original application have 
changed, he shall also submit updates of 
these element(s).

1. Authorisations shall be regarded as valid 
until the Commission decides on a new 
application, provided that the holder of the 
authorisation submits a new application at 
least 18 months before the expiry of the 
time-limit. Rather than re-submitting all 
elements of the original application for the 
current authorisation, the applicant may 
submit only the number of the current 
authorisation, subject to the second, third 
and fourth subparagraphs. 

Or. en

Justification

All authorisations should be time-limited. Therefore also this article needs to be amended. In 
the Commission proposal there are two routes for authorisation. The system will be more 
clear if there is only one route.

Amendment by Anders Wijkman

Amendment 718
Article 58, paragraph 1
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1. Authorisations granted in accordance 
with Article 57(3) which are subject to a 
time-limit shall be regarded as valid until the 
Commission decides on a new application, 
provided that the holder of the authorisation 
submits a new application at least 18 months 
before the expiry of the time-limit. Rather 
than re-submitting all elements of the 
original application for the current 
authorisation, the applicant may submit only 
the number of the current authorisation, 
subject to the second, third and fourth 
subparagraphs. 

1. Authorisations shall be regarded as valid 
until the Commission decides on a new 
application, provided that the holder of the 
authorisation submits a new application at 
least 18 months before the expiry of the 
time-limit. Rather than re-submitting all 
elements of the original application for the 
current authorisation, the applicant may 
submit only the number of the current 
authorisation, subject to the second, third 
and fourth subparagraphs. 

If he cannot demonstrate that the risk is 
adequately controlled, he shall submit an 
update of the socio-economic analysis, 
analysis of alternatives and substitution plan 
contained in the original application.

She or he shall submit an update of the 
socio-economic analysis, analysis of 
alternatives and substitution plan contained 
in the original application. 

If he can now demonstrate that the risk 
adequately controlled, he shall submit 
update of the chemical safety report. 
If any other elements of the original 
application have changed, he shall also 
submit updates of these element(s).

If any other elements of the original 
application have changed, she or he shall 
also submit updates of these element(s).

Or. en

Justification

Pack of amendments all aiming towards strengthening substitution and duty of care.

Amendment by Marcello Vernola, Amalia Sartori, Guido Podestà, Giuseppe Castiglione, 
Renato Brunetta, Lorenzo Cesa, Gianni De Michelis, Miroslav Mikolášik

Amendment 719
Article 58, paragraph 3, subparagraph 2

In cases where there is a serious and 
immediate risk for human health or the 
environment, the Commission may suspend 
the authorisation pending the review, taking 
into account proportionality. 

In cases where there is a (deletion) risk for 
human health or the environment, the 
Commission may suspend the authorisation 
pending the review, taking into account 
proportionality. 

Or. it
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Justification

No criteria exist for the definition of a 'serious and immediate' risk. It is therefore up to the 
Commission to decide, on the basis of criteria, whether or not to suspend authorisation 
during the review. This amendment is linked to the other amendments to the Articles under 
Title VII: Authorisation.  

Amendment by Carl Schlyter, Caroline Lucas, Hiltrud Breyer

Amendment 720
Article 58, paragraph 4

4. If an environmental quality standard 
referred to in Directive 96/61/EC is not met, 
the authorisations granted for the use of 
the substance concerned may be reviewed.

deleted

Or. en

Justification

Linked to the deletion of Article 57(2) by the same authors. 
If environmental quality standards under Directive 96/61/EC or environmental objectives of 
Directive 2000/60/EC are removed as exemptions from the authorisation requirements, then 
there is no need to insert this review clause.

Amendment by Carl Schlyter, Caroline Lucas, Hiltrud Breyer

Amendment 721
Article 58, paragraph 5

5. If the environmental objectives as 
referred to in Article 4(1) of 
Directive 2000/60/EC are not met, the 
authorisations granted for the use of the 
substance concerned in the relevant river 
basin may be reviewed.

deleted

Or. en

Justification

See justification above.
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Amendment by Dorette Corbey

Amendment 722
Article 59, paragraph 4, point d (a)

(da) an analysis of the alternatives 
considering their risks and the technical 
and economic feasibility of substitution, 
accompanied by a substitution plan, 
including research and development and a 
timetable for proposed actions by the 
applicant

Or. en

Justification

It is reasonable that all authorisation applications should automatically include a plan for 
substitution, so that momentum for the innovation of safer alternatives will be maintained.

Amendment by Jonas Sjöstedt

Amendment 723
Article 59, paragraph 5

5. The application may include: 
(a) a socio-economic analysis conducted in 
accordance with Annex XV;

(da) a socio-economic analysis conducted in 
accordance with Annex XV;

(b) an analysis of the alternatives 
considering their risks and the technical and 
economic feasibility of substitution, where 
appropriate accompanied by a substitution 
plan, including research and development 
and a timetable for proposed actions by the 
applicant. 

(db) an analysis of the alternatives 
considering their risks and the technical and 
economic feasibility of substitution, where 
appropriate accompanied by a substitution 
plan, including research and development 
and a timetable for proposed actions by the 
applicant.

Or. en

Justification

Identical to Sacconi's amendment 66.  In the Commission proposal there are two routes for 
authorisation. The system will be more clear if there is only one route. This amendment 
merges the two routes.



PE 357.823v01-00 76 AM\565935EN.doc

EN

Amendment by Marcello Vernola, Amalia Sartori, Guido Podestà, Giuseppe Castiglione, 
Renato Brunetta, Lorenzo Cesa, Gianni De Michelis, Miroslav Mikolášik + Thomas Ulmer, 

Elisabeth Jeggle

Amendment 724
Article 59, paragraph 5, point (b)

(b) an analysis of the alternatives 
considering their risks and the technical 
and economic feasibility of substitution, 
where appropriate accompanied by a 
substitution plan, including research and 
development and a timetable for proposed 
actions by the applicant.

deleted

Or. en

Justification

Implementation is impracticable. Requesting manufacturers to provide information and data 
on a competitor's products would be of no use because, in some cases, the information on 
possible alternatives might not even be available to those manufacturers. This amendment is 
linked to the other amendments to the Articles under Title VII: Authorisation. (Vernola & 
others)

The implementation is not practicable. Manufacturers should not be requested to submit 
information and data on products of a competitor as they do not necessarily have the 
information available on possible, substitutes which in certain cases is not even produced by 
the concerned manufacturers (Ulmer & others).

Amendment by Dan Jørgensen, Åsa Westlund, Riitta Myller + Carl Schlyter, Caroline Lucas, 
Hiltrud Breyer

Amendment 725
Article 59, paragraph 6

6. The application shall not include any of 
the following:

deleted

(a) the risks to human health and the 
environment of emissions of the substance 
from an installation for which a permit has 
been granted in accordance with Directive 
96/61/EC;
(b) the risks to and via the aquatic 
environment of discharges of the substance 
from a point source governed by the 
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requirement for prior regulation referred to 
in Article 11 (3) and legislation adopted 
under Article 16 of Directive 2000/60/EC;
(c) the risks to human health arising 
from the use of a substance in a medical 
device regulated by Directives 90/385/EEC, 
93/42/EEC or 98/79/EC.

Or. en

Justification

It is important that authorisation applications consider in full the risks to human health and 
the environment. Regulation by emission limit values is not a suitable means for dealing with 
chemicals of very high concern (particularly PBT and vPvB) and cannot ensure a high degree 
of protection of human health and the environment. The use of such substances in medical 
devices may have indirect human health (and environmental) effects not considered in the 
specified Directives (Jørgensen & others).

The legislative instruments listed here do not consider the availability of substitutes.  
Therefore, the measures to reduce the risks posed by substances that fall under these 
directives are  not adequately addressed and not in line with the suggested strengthening of 
authorisation. The exemption for installations for which a permit has been granted in 
accordance with Directive 96/61/EC is particularly problematic, as this Directive does not 
consider the particular problem of substances that are persistent and bioaccumulative 
(Schlyter & others).

Amendment by Anne Ferreira, Marie-Noëlle Lienemann

Amendment 726
Article 59, paragraph 6, point (a)

a) the risks to human health and the 
environment of emissions of the substance 
from an installation for which a permit has 
been granted in accordance with Directive 
96/61/EC;

deleted

Or. fr

Justification

Consistency with the amendment to Article 57(2)( a)
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Amendment by Anne Ferreira, Marie-Noëlle Lienemann

Amendment 727
Article 59, paragraph 6, point (b)

b) the risks to and via the aquatic 
environment of discharges of the substance 
from a point source governed by the 
requirement for prior regulation referred to 
in Article 11 (3) and legislation adopted 
under Article 16 of Directive 2000/60/EC;

deleted

Or. fr

Justification

Consistency with the amendment to Article 57 (2)(b)

Amendment by Ria Oomen-Ruijten, Thomas Ulmer, Miroslav Mikolášik, Bogusław Sonik, 
Renate Sommer, Erna Hennicot-Schoepges

Amendment 728
Article 61, paragraph 2

2. The Agency shall make available on its 
web-site broad information on uses, taking 
confidentiality into account in accordance 
with Article 116, for which applications 
have been received, with a deadline by 
which information on alternative 
substances or technologies may be 
submitted by interested third parties.

2. The Agency shall make available on its 
web-site broad information on uses, taking 
confidentiality into account in accordance 
with Article 116, for which applications 
have been received.

Or. en

Justification

There should be no call to third parties to submit information on alternative substances or 
technologies, because the development and implementation should be left to the market.

Amendment by Carl Schlyter, Caroline Lucas, Hiltrud Breyer

Amendment 729
Article 61, paragraph 3
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3. In preparing its opinion, each Committee 
referred to in paragraph 1 shall first check 
that the application includes all the 
information specified in Article 59 that is 
relevant to its remit. If necessary, a 
Committee shall ask the applicant for 
additional information to bring the 
application into conformity with the 
requirements of Article 59. Each Committee 
shall also take into account any information 
submitted by third parties.

3. In preparing its opinion, each Committee 
referred to in paragraph 1 shall first check 
that the application includes all the 
information specified in Article 59 that is 
relevant to its remit. If necessary, a 
Committee shall ask the applicant for 
additional information to bring the 
application into conformity with the 
requirements of Article 59. Each Committee 
shall also take into account any information 
submitted by third parties, and may ask 
these third parties for further information, 
if required.
If either or both committees decide that 
additional information is needed on 
alternative substances or technologies, they 
may commission a study into available 
alternatives. Such a study will be funded by 
the authorisation fee set by the Agency.

Or. en

Justification

Agency committees need more flexibility to gather information and should be able to 
commission independent reports on potential substitutes. This additional information would 
then be available to the committees when they decide on the merit of an application for 
authorisation. Under the existing legislation, national experts already have to decide on the 
availability of safer alternatives. As the Agency committees have 10 months to draft their 
decisions, it should be possible to complete a study on alternatives within this period.

Amendment by Evangelia Tzampazi

Amendment 730
Article 61, paragraph 3

3. In preparing its opinion, each Committee 
referred to in paragraph 1 shall first check 
that the application includes all the 
information specified in Article 59 that is 
relevant to its remit. If necessary, a 
Committee shall ask the applicant for 
additional information to bring the 
application into conformity with the 
requirements of Article 59. Each Committee 
shall also take into account any information 

3. In preparing its opinion, each Committee 
referred to in paragraph 1 shall first check 
that the application includes all the 
information specified in Article 59 that is 
relevant to its remit. If necessary, a 
Committee shall ask the applicant for 
additional information to bring the 
application into conformity with the 
requirements of Article 59. Each Committee 
shall also take into account any information 
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submitted by third parties. submitted by third parties, and may obtain 
information from third sources or 
independent studies if required. 
Particularly in the case of substitute 
substances and new technologies, such 
information may be commissioned for a 
short period of time from an external 
source or scientifically recognised authority 
by the Member States. The expenditure 
may be covered by the Agency and the 
relevant appropriations provided (Article 
59(7)).

Or. el

Justification

This amendment is considered to be useful since an examination in greater depth of possible 
alternative substances (during the authorisation process) will assist SMEs. Decisions will be 
taken on the basis of optimum information and if independent studies are carried out by 
independent consultants, the information can be passed on to small producers (in this case 
chemical SMEs).

Amendment by Mary Honeyball + Anders Wijkman

Amendment 731
Article 61, paragraph 3

3. In preparing its opinion, each Committee 
referred to in paragraph 1 shall first check 
that the application includes all the 
information specified in Article 59 that is 
relevant to its remit. If necessary, a 
Committee shall ask the applicant for 
additional information to bring the 
application into conformity with the 
requirements of Article 59. Each Committee 
shall also take into account any information 
submitted by third parties.

3. In preparing its opinion, each Committee 
referred to in paragraph 1 shall first check 
that the application includes all the 
information specified in Article 59 that is 
relevant to its remit. If necessary, a 
Committee shall ask the applicant for 
additional information to bring the 
application into conformity with the 
requirements of Article 59. Each Committee 
shall also take into account any information 
submitted by third parties, and may ask 
these third parties for further information, 
if required.
If either or both committees decide that 
additional information is needed on 
alternative substances or technologies, then 
they may commission a consultant or 
Member State authority to carry out a time-
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limited investigation into available 
alternatives. Such investigations will be 
funded by the authorisation fee set by the 
Agency (Article 59 (7)).

Or. en

Justification

Agency committees need more flexibility to gather information and should be able to 
commission independent consultants and national experts to report on potential substitutes. 
This additional information would then be available to the committees when they decide on 
the merit of an application for authorisation. Under the existing legislation, national experts 
already have to decide on the availability of safer alternatives. The Agency committees have 
10 months to draft their decisions, so that it should be possible to complete a study on 
alternatives within this period.

Amendment by Ria Oomen-Ruijten, Thomas Ulmer, Miroslav Mikolášik, Anja Weisgerber, 
Bogusław Sonik, Renate Sommer, Erna Hennicot-Schoepges

Amendment 732
Article 61, paragraph 5, subparagraph 3

If the applicant wishes to comment, he shall 
send his written argumentation to the 
Agency within 2 months of the receipt of the 
draft opinion. The Committees shall 
consider the comments and adopt their final 
opinions within 2 months of receipt of the 
written argumentation, taking this 
argumentation into account where 
appropriate. Within a further 15 days the 
Agency shall send the opinions, with the 
written argumentation attached, to the 
Commission, the Member States and the 
applicant.

If the applicant wishes to comment, he shall 
send his written argumentation to the 
Agency within 2 months of the receipt of the 
draft opinion. The Committees shall 
consider the comments and adopt their final 
opinions within 2 months of receipt of the 
written argumentation, taking this 
argumentation into account. Within a further 
15 days the Agency shall send the opinions, 
with the written argumentation attached, to 
the Commission, the Member States and the 
applicant.

Or. en

Justification

The comments of the applicant should be taken into account in either case, not only when 
appropriate.

The attachments may contain sensitive business information, that should not be published in 
order to protect business information.
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Linked to amendment to article 69.

Amendment by Ria Oomen-Ruijten, Thomas Ulmer, Miroslav Mikolášik, Anja Weisgerber, 
Bogusław Sonik, Renate Sommer, Erna Hennicot-Schoepges, Elisabeth Jeggle

Amendment 733
Article 61, paragraph 6

6. The Agency shall make the non-
confidential parts of its opinions and any 
attachments thereto publicly available on its 
website, in accordance with Article 116.

6. The Agency shall make the non-
confidential parts of its opinions publicly 
available on its website, in accordance with 
Article 116.

Or. en

Justification

See justification above.

Amendment by Guido Sacconi

Amendment 734
Article 61, paragraph 6

6. The Agency shall make the non-
confidential parts of its opinions and any 
attachments thereto publicly available on its 
website, in accordance with Article 116.

6.  The Agency shall, at the same time as it 
communicates these to the applicant, make 
the non-confidential parts of its opinions and 
any attachments thereto publicly available 
on its website, in accordance with Article 
116.

Or. it

Justification

Under the procedure proposed by the Commission, only the applicant for authorisation is 
informed whether or not authorisation is to be granted. There will therefore be a risk of the 
manufacturer using the period during which he alone knows that authorisation has been 
refused to supply the prohibited substance or articles containing it to dealers, with the intent 
of avoiding his own responsibilities before the prohibition enters into effect.
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Amendment by Guido Sacconi

Amendment 735
Article 62

Obligation of holders of authorisations Obligation of information on substances 
subject to authorisations

Holders of an authorisation shall include 
the authorisation number on the label 
before they place the substance on the 
market for an authorised use.

All substances, for use on their own, in 
preparations or in articles, that fulfil the 
conditions set out in Article 54 shall be 
labelled and accompanied, at all times, by a 
safety data sheet. The label shall include:
a) the name of the substance,
b) attestation that the substance is included 
in Annex XIII, and
c) each specific use for which the substance 
has been authorised.

Or. it

Justification

Clarifies Amendment 69 by the rapporteur, to the effect that it is only the substances which 
are subject to authorisation.

Amendment by Jonas Sjöstedt

Amendment 736
Article 62

Obligation of holders of authorisations Information obligations for substances 
subject to authorisation

Holders of an authorisation shall include 
the authorisation number on the label 
before they place the substance on the 
market for an authorised use.

1. For all substances that may be subject to 
authorisation according to Article 54, the 
information mentioned in 3. shall be passed 
down the supply chain for substances and 
preparations by means of a label and be 
included in the safety data sheet. 
2. If such substances are incorporated in 
an article by a downstream user or 
included in an imported article, the 
information mentioned in 3. shall be passed 
on through the supply chain for the article. 
The information may be given on a label or 
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together with other information normally 
submitted to downstream users or 
consumers of articles, as appropriate.
3. The information according to 1. and 2. 
shall include a) the name of the substance, 
and b) whether the substance only fulfils 
the criteria in Article 54 for inclusion in 
Annex XIII, or has been listed in Annex 
XIII, or has been authorised for a 
particular use. In the last case the 
authorised use and the authorisation 
number shall be stated.

Or. en

Justification

The proposed obligations of holders of authorisations are not sufficient. It is essential that the 
many users of chemicals as well as those managing waste have the possibility to take 
necessary measures to avoid damage to human health or to the environment.

Amendment by Marcello Vernola, Amalia Sartori, Guido Podestà, Giuseppe Castiglione, 
Renato Brunetta, Lorenzo Cesa, Gianni De Michelis, Miroslav Mikolášik

Amendment 737
Article 63

Article 63 this Article is deleted

Or. it

Justification

In order to avoid placing additional and untenable burdens on SMEs, it would be appropriate 
to dispense with the communication procedure for downstream users of authorised 
substances. Alongside the comprehensive information and the presentation requirements 
relating to the registration procedure (Articles 32-34), this would place a further and 
untenable burden on SMEs. This amendment is linked to the other amendments to the Articles 
under Title VII: Authorisation.

Amendment by Anne Laperrouze

Amendment 738
Article 63, paragraph 1
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1. Downstream users using a substance in 
accordance with Article 53(2) shall notify 
the Agency within 3 months of the first 
supply of the substance. They shall use only 
the format specified by the Agency in 
accordance with Article 108.

deleted

Or. fr

Justification

A notification procedure de notification is established for downstream users that use 
authorised substances. On top of the obligations on information and reporting in connection 
with the registration procedure (Articles 32-34), this constitutes an additional workload 
inapplicable to SMEs.

Amendment by Jonas Sjöstedt

Amendment 739
Article 63, paragraph 2 a (new)

2a. Producers and importers of articles 
containing substances meeting the 
authorisation criteria shall ensure that 
these articles are labelled with a clear 
notice to that effect and with the 
authorisation number/s where appropriate.

Or. en

Justification

It is a priority that consumers be able to make informed decisions when they buy articles. It is 
therefore essential that articles containing substances meeting authorisation criteria be 
clearly labelled.


