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Amendment 155
Sari Essayah

Proposal for a directive
Recital 24

Text proposed by the Commission Amendment

(24) Tobacco products for smoking, other 
than cigarettes and roll-your-own tobacco 
products, which are mainly consumed by 
older consumers, should be granted an 
exemption from certain labelling 
requirements as long as there is no 
substantial change of circumstances in 
terms of sales volumes or consumption 
patterns in relation to young people. The 
labelling of these other tobacco products 
should follow specific rules. The visibility 
of the health warnings on smokeless 
tobacco products needs to be ensured. 
Warnings should therefore be placed on the 
two main surfaces of smokeless tobacco 
product packaging.

(24) The visibility of the health warnings 
on smokeless tobacco products needs to be 
ensured. Warnings should therefore be 
placed on the two main surfaces of 
smokeless tobacco product packaging.

Or. fi

Amendment 156
Glenis Willmott, Kartika Tamara Liotard, Carl Schlyter, Nessa Childers, Catherine 
Stihler, Antonyia Parvanova

Proposal for a directive
Recital 24

Text proposed by the Commission Amendment

(24) Tobacco products for smoking, other 
than cigarettes and roll-your-own tobacco 
products, which are mainly consumed by 
older consumers, should be granted an 
exemption from certain labelling 
requirements as long as there is no 
substantial change of circumstances in 
terms of sales volumes or consumption 
patterns in relation to young people. The 
labelling of these other tobacco products 

(24) Tobacco products for smoking, other 
than cigarettes and roll-your-own tobacco 
products, should be subject to the same 
labelling requirements as cigarettes and 
roll-your-own tobacco products. The 
visibility of the health warnings on 
smokeless tobacco products needs to be 
ensured. Warnings should therefore be 
placed on the two main surfaces of 
smokeless tobacco product packaging.
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should follow specific rules. The visibility 
of the health warnings on smokeless 
tobacco products needs to be ensured. 
Warnings should therefore be placed on the 
two main surfaces of smokeless tobacco 
product packaging.

Or. en

Justification

All tobacco products for smoking should bear combined health warnings (i.e. pictorial health 
warnings and text).

Amendment 157
Martina Anderson

Proposal for a directive
Recital 24

Text proposed by the Commission Amendment

(24) Tobacco products for smoking, other 
than cigarettes and roll-your-own tobacco 
products, which are mainly consumed by 
older consumers, should be granted an 
exemption from certain labelling 
requirements as long as there is no 
substantial change of circumstances in 
terms of sales volumes or consumption 
patterns in relation to young people. The 
labelling of these other tobacco products 
should follow specific rules. The visibility 
of the health warnings on smokeless 
tobacco products needs to be ensured. 
Warnings should therefore be placed on the 
two main surfaces of smokeless tobacco 
product packaging.

(24) The labelling of tobacco products for 
smoking, other than cigarettes and roll-
your-own tobacco products should follow 
specific rules. The visibility of the health 
warnings on smokeless tobacco products 
needs to be ensured. Warnings should 
therefore be placed on the two main 
surfaces of smokeless tobacco product 
packaging.

Or. en

Justification

In order to ensure a high level of health protection and an equal protection of all consumers 
throughout the EU, smoking tobacco products other than cigarettes and roll-your-own 
tobacco should be subject to the same labelling requirements
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Amendment 158
Georgios Koumoutsakos

Proposal for a directive
Recital 24

Text proposed by the Commission Amendment

(24) Tobacco products for smoking, other 
than cigarettes and roll-your-own tobacco 
products, which are mainly consumed by 
older consumers, should be granted an 
exemption from certain labelling 
requirements as long as there is no 
substantial change of circumstances in 
terms of sales volumes or consumption 
patterns in relation to young people. The 
labelling of these other tobacco products 
should follow specific rules. The visibility 
of the health warnings on smokeless 
tobacco products needs to be ensured. 
Warnings should therefore be placed on the 
two main surfaces of smokeless tobacco 
product packaging.

(24) Tobacco products for smoking, other 
than cigarettes and roll-your-own tobacco 
products, even though they are mainly 
consumed by older consumers, should not 
be granted an exemption from certain 
labelling requirements. The visibility of the 
health warnings on smokeless tobacco 
products needs to be ensured. Warnings 
should therefore be placed on the two main 
surfaces of smokeless tobacco product 
packaging.

Or. el

Justification

This Directive provides equal protection for all consumes of tobacco products.

Amendment 159
Claudiu Ciprian Tănăsescu, Minodora Cliveti

Proposal for a directive
Recital 24

Text proposed by the Commission Amendment

(24) Tobacco products for smoking, other 
than cigarettes and roll-your-own tobacco 
products, which are mainly consumed by 
older consumers, should be granted an 
exemption from certain labelling 

(24) Tobacco products for smoking, other 
than cigarettes, roll-your-own tobacco 
products and tobacco for water pipes, 
which are mainly consumed by older 
consumers, should be granted an 
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requirements as long as there is no 
substantial change of circumstances in 
terms of sales volumes or consumption 
patterns in relation to young people. The 
labelling of these other tobacco products 
should follow specific rules. The visibility 
of the health warnings on smokeless 
tobacco products needs to be ensured. 
Warnings should therefore be placed on the 
two main surfaces of smokeless tobacco 
product packaging.

exemption from certain labelling 
requirements as long as there is no 
substantial change of circumstances in 
terms of sales volumes or consumption 
patterns in relation to young people. The 
labelling of these other tobacco products 
should follow specific rules. The visibility 
of the health warnings on smokeless 
tobacco products needs to be ensured. 
Warnings should therefore be placed on the 
two main surfaces of smokeless tobacco 
product packaging.

Or. ro

Amendment 160
Renate Sommer, Monika Hohlmeier

Proposal for a directive
Recital 25

Text proposed by the Commission Amendment

(25) Member States apply different rules 
on minimum number of cigarettes per 
packet. Those rules should be aligned in 
order to ensure free circulation of the 
concerned products.

(25) Member States apply different rules 
on minimum number of cigarettes per 
packet. Those rules should be aligned in 
order to ensure free circulation of the 
concerned products. It is absolutely 
essential that the common internal market 
should not be impeded by a multitude of 
specific national rules;

Or. de

Amendment 161
Renate Sommer, Monika Hohlmeier

Proposal for a directive
Recital 26

Text proposed by the Commission Amendment

(26) Considerable volumes of illicit 
products, which do not comply with the 

(26) Considerable volumes of illicit 
products, which do not comply with the 
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requirements laid down in Directive 
2001/37/EC, are placed on the market and 
indications are that these volumes might 
increase. Such products undermine the free 
circulation of compliant products and the 
protection provided for by tobacco control 
legislations. In addition, the FCTC obliges 
the Union to fight against illicit products, 
as part of a comprehensive tobacco control 
policy. Provision should thus be made for 
unit packets of tobacco products to be 
marked in a unique and secure way and 
their movements to be recorded so that 
these products can be tracked and traced in 
the Union and their compliance with this 
Directive can be monitored and better 
enforced. In addition, provision should be 
made for the introduction of security 
features that will facilitate the verification 
of whether or not products are authentic.

requirements laid down in Directive 
2001/37/EC, are placed on the market and 
indications are that these volumes might 
increase. Such products undermine the free 
circulation of compliant products and the 
protection provided for by tobacco control 
legislations. In addition, the FCTC obliges 
the Union to fight against illicit products, 
as part of a comprehensive tobacco control 
policy. Provision should thus be made for 
unit packets of tobacco products to be 
marked in a unique and secure way and 
their movements to be recorded so that 
these products can be tracked and traced in 
the Union and their compliance with this 
Directive can be monitored and better 
enforced. In addition, both cigarette 
packaging and the cigarettes themselves 
should carry tamper proof features to 
prevent piracy and the increased health 
risk to consumers posed by counterfeit 
cigarettes; 

Or. de

Amendment 162
María Auxiliadora Correa Zamora, Esther Herranz García

Proposal for a directive
Recital 26

Text proposed by the Commission Amendment

(26) Considerable volumes of illicit 
products, which do not comply with the 
requirements laid down in Directive 
2001/37/EC, are placed on the market and 
indications are that these volumes might 
increase. Such products undermine the free 
circulation of compliant products and the 
protection provided for by tobacco control 
legislations. In addition, the FCTC obliges 
the Union to fight against illicit products, 
as part of a comprehensive tobacco control 
policy. Provision should thus be made for 
unit packets of tobacco products to be 

(26) Considerable volumes of illicit 
products, which do not comply with the 
requirements laid down in Directive 
2001/37/EC, are placed on the market and 
indications are that these volumes might 
increase. Such products undermine the free 
circulation of compliant products and the 
protection provided for by tobacco control 
legislations. In addition, the FCTC obliges 
the Union to fight against illicit products, 
as part of a comprehensive tobacco control 
policy. Provision should thus be made for 
unit packets of tobacco products to be 
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marked in a unique and secure way and 
their movements to be recorded so that 
these products can be tracked and traced in 
the Union and their compliance with this 
Directive can be monitored and better 
enforced. In addition, provision should be 
made for the introduction of security 
features that will facilitate the verification 
of whether or not products are authentic.

marked in a unique and secure way and 
their movements to be recorded so that 
these products can be tracked and traced in 
the Union and their compliance with this 
Directive can be monitored and better 
enforced. In addition, provision should be 
made for the introduction of security 
features that will facilitate the verification 
of whether or not products are authentic. 
The Commission and Member States 
should also ensure that any measures 
adopted in application of this Directive do 
not lead indirectly to an increase in the 
illicit trade in tobacco products.

Or. es

Amendment 163
Linda McAvan

Proposal for a directive
Recital 26

Text proposed by the Commission Amendment

(26) Considerable volumes of illicit 
products, which do not comply with the 
requirements laid down in Directive 
2001/37/EC, are placed on the market and 
indications are that these volumes might 
increase. Such products undermine the free 
circulation of compliant products and the 
protection provided for by tobacco control 
legislations. In addition, the FCTC obliges 
the Union to fight against illicit products, 
as part of a comprehensive tobacco control 
policy. Provision should thus be made for 
unit packets of tobacco products to be 
marked in a unique and secure way and 
their movements to be recorded so that 
these products can be tracked and traced in 
the Union and their compliance with this 
Directive can be monitored and better 
enforced. In addition, provision should be 
made for the introduction of security 
features that will facilitate the verification 

(26) Considerable volumes of illicit 
products, which do not comply with the 
requirements laid down in Directive 
2001/37/EC, are placed on the market and 
indications are that these volumes might 
increase. Such products undermine the free 
circulation of compliant products and the 
protection provided for by tobacco control 
legislations. In addition, the FCTC obliges 
the Union to fight against illicit products, 
as part of a comprehensive tobacco control 
policy. Provision should thus be made for 
unit packets and any outside transport 
packaging of tobacco products to be 
marked in a unique and secure way and 
their movements to be recorded so that 
these products can be tracked and traced in 
the Union and their compliance with this 
Directive can be monitored and better 
enforced. In addition, provision should be 
made for the introduction of security 
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of whether or not products are authentic. features that will facilitate the verification 
of whether or not products are authentic.

Or. en

Amendment 164
Renate Sommer

Proposal for a directive
Recital 27

Text proposed by the Commission Amendment

(27) An interoperable tracking and 
tracing system and a common security 
feature should be developed. For an 
initial period only cigarettes and roll-
your-own tobacco should be subjected to 
the tracking and tracing system and the 
security features. This would allow 
producers of other tobacco products to 
benefit from the experiences gained in the 
meantime.

deleted

Or. de

Amendment 165
Sari Essayah

Proposal for a directive
Recital 27

Text proposed by the Commission Amendment

(27) An interoperable tracking and tracing 
system and a common security feature 
should be developed. For an initial period 
only cigarettes and roll-your-own tobacco 
should be subjected to the tracking and 
tracing system and the security features. 
This would allow producers of other 
tobacco products to benefit from the 
experiences gained in the meantime.

(27) An interoperable tracking and tracing 
system and a common security feature 
should be developed.
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Or. fi

Amendment 166
Renate Sommer

Proposal for a directive
Recital 28

Text proposed by the Commission Amendment

(28) In order to ensure independence and 
transparency, manufacturers of tobacco 
products should conclude data storage 
contracts with independent third parties, 
under the auspices of an external auditor. 
The data related to the tracking and 
tracing system should be kept separate 
from other company related data and be 
under the control of and accessible at all 
times by the competent authorities from 
Member States and the Commission.

deleted

Or. de

Amendment 167
Martina Anderson, Kartika Tamara Liotard

Proposal for a directive
Recital 28

Text proposed by the Commission Amendment

(28) In order to ensure independence and 
transparency, manufacturers of tobacco 
products should conclude data storage 
contracts with independent third parties, 
under the auspices of an external auditor. 
The data related to the tracking and tracing 
system should be kept separate from other 
company related data and be under the 
control of and accessible at all times by the 
competent authorities from Member States 
and the Commission.

(28) In order to ensure independence and 
transparency, Member States should 
conclude data storage contracts with 
independent third parties, under the 
auspices of an external auditor, who should 
be appointed by the Commission. The data 
related to the tracking and tracing system 
should be kept separate from other 
company related data and be under the 
control of and accessible at all times by the 
competent authorities from Member States 
and the Commission. Member States
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should ensure full transparency and 
accessibility of the data storage facilities 
for the competent authorities of the 
Member States, the Commission and the 
independent third party on a permanent 
basis.

Or. en

Justification

Given the long history of tobacco industry involvement in cigarette smuggling activities, it 
should not be afforded the opportunity to choose the data storage company and the auditor 
for the traceability data

Amendment 168
Carl Schlyter

Proposal for a directive
Recital 28

Text proposed by the Commission Amendment

(28) In order to ensure independence and 
transparency, manufacturers of tobacco 
products should conclude data storage 
contracts with independent third parties,
under the auspices of an external auditor. 
The data related to the tracking and tracing 
system should be kept separate from other 
company related data and be under the 
control of and accessible at all times by the 
competent authorities from Member States 
and the Commission.

(28) In order to ensure independence and 
transparency, Member States should 
conclude data storage contracts with 
independent third parties under the 
auspices of an external auditor, who should 
be appointed by the Commission. The data 
related to the tracking and tracing system 
should be kept separate from other 
company related data and be under the 
control of and accessible at all times by the 
competent authorities from Member States 
and the Commission.

Or. en

Justification

The tobacco industry has a long track record in being complicit in cigarette smuggling. It 
should therefore not be allowed to choose the data storage company nor the external auditor. 
Member States should make the choice of the data storage company, while the Commission 
should choose the  external auditor.
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Amendment 169
Morten Messerschmidt

Proposal for a directive
Recital 29

Text proposed by the Commission Amendment

(29) Council Directive 89/622/EEC of 13 
November 1989 on the approximation of 
the laws, regulations and administrative 
provisions of the Member States 
concerning the labelling of tobacco 
products and the prohibition of the 
marketing of certain types of tobacco for 
oral use prohibited the sale in the Member 
States of certain types of tobacco for oral 
use. Directive 2001/37/EC confirmed this 
prohibition. Article 151 of the Act of 
Accession of Austria, Finland and Sweden 
grants the Kingdom of Sweden derogation 
from this prohibition . The prohibition of 
the sale of oral tobacco should be 
maintained in order to prevent the 
introduction to the internal market of a 
product that is addictive, has adverse
health effects and is attractive to young 
people. For other smokeless tobacco 
products that are not produced for the 
mass market, a strict labelling and 
ingredients regulation is considered 
sufficient to contain market expansion 
beyond their traditional use.

(29) Council Directive 89/622/EEC of 13 
November 1989 on the approximation of 
the laws, regulations and administrative 
provisions of the Member States 
concerning the labelling of tobacco 
products and the prohibition of the 
marketing of certain types of tobacco for 
oral use prohibited the sale in the Member 
States of certain types of tobacco for oral 
use. Directive 2001/37/EC confirmed this 
prohibition. Article 151 of the Act of 
Accession of Austria, Finland and Sweden 
grants the Kingdom of Sweden derogation 
from this prohibition. The prohibition of 
the sale of oral tobacco should be as oral 
tobacco has been proven to cause fewer
health effects than smoking tobacco.

Or. en

Justification

Snus, both loose and in portions, is less harmful than smoking tobacco, and the EU should 
thus not discourage its use. Furthermore, as the EU’s own Scientific Committee on Emerging 
and Newly Identified Health Risks has found, the scientific data “do not lend much support to 
the theory that smokeless tobacco (i.e. Swedish snus) is a gateway to future smoking.”

Amendment 170
Bendt Bendtsen, Jolanta Emilia Hibner, Jarosław Leszek Wałęsa, Christofer Fjellner, 
Manfred Weber, Anna Rosbach, Bogusław Sonik
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Proposal for a directive
Recital 29

Text proposed by the Commission Amendment

(29) Council Directive 89/622/EEC of 13 
November 1989 on the approximation of 
the laws, regulations and administrative 
provisions of the Member States 
concerning the labelling of tobacco 
products and the prohibition of the 
marketing of certain types of tobacco for 
oral use prohibited the sale in the Member 
States of certain types of tobacco for oral 
use. Directive 2001/37/EC confirmed this 
prohibition. Article 151 of the Act of 
Accession of Austria, Finland and Sweden 
grants the Kingdom of Sweden derogation 
from this prohibition . The prohibition of 
the sale of oral tobacco should be 
maintained in order to prevent the 
introduction to the internal market of a 
product that is addictive, has adverse 
health effects and is attractive to young 
people. For other smokeless tobacco 
products that are not produced for the mass 
market, a strict labelling and ingredients 
regulation is considered sufficient to 
contain market expansion beyond their 
traditional use.

(29) Council Directive 89/622/EEC of 13 
November 1989 on the approximation of 
the laws, regulations and administrative 
provisions of the Member States 
concerning the labelling of tobacco 
products and the prohibition of the 
marketing of certain types of tobacco for 
oral use prohibited the sale in the Member 
States of certain types of tobacco for oral 
use. Directive 2001/37/EC confirmed this 
prohibition. Article 151 of the Act of 
Accession of Austria, Finland and Sweden 
grants the Kingdom of Sweden derogation 
from this prohibition. Upholds the ban on 
tobacco products for oral use, however, 
such a ban should not affect historically 
traditional tobacco products for oral use, 
which may be allowed by individual 
Member States. For other smokeless 
tobacco products that are not produced for 
the mass market, a strict labelling and 
ingredients regulation is considered 
sufficient to contain market expansion 
beyond their traditional use.

Or. en

Amendment 171
Nils Torvalds

Proposal for a directive
Recital 29

Text proposed by the Commission Amendment

(29) Council Directive 89/622/EEC of 13 
November 1989 on the approximation of 
the laws, regulations and administrative 
provisions of the Member States 

(29) Council Directive 89/622/EEC of 13 
November 1989 on the approximation of 
the laws, regulations and administrative 
provisions of the Member States 
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concerning the labelling of tobacco 
products and the prohibition of the 
marketing of certain types of tobacco for 
oral use prohibited the sale in the Member 
States of certain types of tobacco for oral 
use. Directive 2001/37/EC confirmed this 
prohibition. Article 151 of the Act of 
Accession of Austria, Finland and Sweden 
grants the Kingdom of Sweden derogation 
from this prohibition. The prohibition of 
the sale of oral tobacco should be 
maintained in order to prevent the 
introduction to the internal market of a 
product that is addictive, has adverse 
health effects and is attractive to young 
people. For other smokeless tobacco 
products that are not produced for the mass 
market, a strict labelling and ingredients 
regulation is considered sufficient to 
contain market expansion beyond their 
traditional use.

concerning the labelling of tobacco 
products and the prohibition of the 
marketing of certain types of tobacco for 
oral use prohibited the sale in the Member 
States of certain types of tobacco for oral 
use. Directive 2001/37/EC confirmed this 
prohibition. Article 151 of the Act of 
Accession of Austria, Finland and Sweden 
grants the Kingdom of Sweden derogation 
from this prohibition. Member States and 
regions of Member States with a tradition 
of using oral tobacco shall have an 
opportunity to apply for a national or 
regional derogation from the prohibition 
on cultural or historical grounds. For 
other smokeless tobacco products that are 
not produced for the mass market, a strict 
labelling and ingredients regulation is 
considered sufficient to contain market 
expansion beyond their traditional use.

Or. sv

Justification

The prohibition of tobacco for oral use is inconsistent and, inter alia, affects areas all around 
the Baltic Sea that have traditionally made use of tobacco for oral use. The general public in 
these countries and regions does not understand why a product that has been used throughout 
history and is part of a region's cultural identity should be prohibited, especially when the 
product is less harmful to health than cigarettes.

Amendment 172
Christofer Fjellner, Bendt Bendtsen, Jarosław Leszek Wałęsa, Renate Sommer, Nils 
Torvalds

Proposal for a directive
Recital 29

Text proposed by the Commission Amendment

(29) Council Directive 89/622/EEC of 13 
November 1989 on the approximation of 
the laws, regulations and administrative 
provisions of the Member States 
concerning the labelling of tobacco 

(29) Council Directive 89/622/EEC of 13 
November 1989 on the approximation of 
the laws, regulations and administrative 
provisions of the Member States 
concerning the labelling of tobacco 
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products and the prohibition of the 
marketing of certain types of tobacco for 
oral use prohibited the sale in the Member 
States of certain types of tobacco for oral 
use. Directive 2001/37/EC confirmed this 
prohibition. Article 151 of the Act of 
Accession of Austria, Finland and Sweden 
grants the Kingdom of Sweden derogation 
from this prohibition . The prohibition of 
the sale of oral tobacco should be 
maintained in order to prevent the 
introduction to the internal market of a 
product that is addictive, has adverse health 
effects and is attractive to young people. 
For other smokeless tobacco products that 
are not produced for the mass market, a 
strict labelling and ingredients regulation is 
considered sufficient to contain market 
expansion beyond their traditional use.

products and the prohibition of the 
marketing of certain types of tobacco for 
oral use prohibited the sale in the Member 
States of certain types of tobacco for oral 
use. Directive 2001/37/EC confirmed this 
prohibition. Article 151 of the Act of 
Accession of Austria, Finland and Sweden 
grants the Kingdom of Sweden derogation 
from this prohibition . The prohibition of 
the sale of oral tobacco should be 
maintained in order to prevent the 
introduction to the internal market of a 
product that is addictive, has adverse health 
effects and is attractive to young people. 
As tobacco for oral use is prohibited to be 
placed on the internal market, oral 
tobacco products shall be exempted from 
the application of this Directive, except 
for Article 15. For other smokeless tobacco 
products that are not produced for the mass 
market, a strict labelling and ingredients 
regulation is considered sufficient to 
contain market expansion beyond their 
traditional use.

Or. en

Amendment 173
Åsa Westlund, Marita Ulvskog

Proposal for a directive
Recital 29 a (new)

Text proposed by the Commission Amendment

(29a) Given the general prohibition of the 
sale of oral tobacco (snus) in the EU, 
there is no cross-border interest in 
regulating the content of snus. The 
responsibility for regulating the content of 
snus thus lies with the Member State 
where the sale of snus is permitted in 
accordance with Article 151 of the Act of 
Accession of Austria, Finland and 
Sweden. Snus should therefore be exempt 
from the provisions of Article 6 of this 
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Directive.

Or. sv

Amendment 174
Sari Essayah

Proposal for a directive
Recital 29 b (new)

Text proposed by the Commission Amendment

(29b) The sale and placing on the market 
of other types of tobacco for oral use 
should be prohibited throughout EU 
territory. The prohibition should 
particularly apply to tobacco intended for 
chewing such as snus and chewing 
tobacco; it should also apply to snuff 
intended to be sniffed through the nose.

Or. fi

Amendment 175
Martina Anderson

Proposal for a directive
Recital 30

Text proposed by the Commission Amendment

(30) Cross-border distance sales of tobacco 
facilitate access to tobacco products of 
young people and risk to undermine 
compliance with the requirements 
provided for by tobacco control legislation 
and in particular by this Directive. 
Common rules on a notification system 
are necessary to ensure that this Directive 
achieves its full potential. The provision 
on notification of cross-border distance
sales of tobacco in this Directive should 
apply notwithstanding the notification 
procedure set out in Directive 2000/31/EC 
of the European Parliament and of the 
Council of 8 June 2000 on certain legal 

(30) Cross-border distance sales and 
internet sales should be prohibited.
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aspects of information society services . 
Business to consumer distance sale of 
tobacco products is further regulated by 
Directive 97/7/EC of the European 
Parliament and the Council of 20 May 
1997 on the protection of consumers in 
respect of distance contracts, which will 
be replaced by Directive 2011/83/EU of 
the European Parliament and the Council 
of 25 October 2011 on consumer rights, 
as of 13 June 2014.

Or. en

Justification

According to the EC impact assessment, the cross-border internet sales of tobacco products 
facilitate the speculation on lower prices, are open to illicit trade and are mainly used by 
internet retailers to exploit benefits from differences in Member States' differing tax regimes, 
thereby undermining their efforts to deter people from smoking by means of high taxation

Amendment 176
Giancarlo Scottà, Oreste Rossi, Matteo Salvini, Claudio Morganti, Lorenzo Fontana

Proposal for a directive
Recital 30

Text proposed by the Commission Amendment

(30) Cross-border distance sales of tobacco 
facilitate access to tobacco products of
young people and risk to undermine
compliance with the requirements provided 
for by tobacco control legislation and in 
particular by this Directive. Common rules 
on a notification system are necessary to 
ensure that this Directive achieves its full 
potential. The provision on notification of 
cross-border distance sales of tobacco in 
this Directive should apply 
notwithstanding the notification 
procedure set out in Directive 2000/31/EC 
of the European Parliament and of the 
Council of 8 June 2000 on certain legal 
aspects of information society services. 
Business to consumer distance sale of 

(30) Cross-border distance sales of 
tobacco, and practices such as the free 
distribution or swapping of tobacco 
products in public places for promotional 
purposes, facilitate access to tobacco 
products by young people and risk
undermining compliance with the 
requirements provided for by tobacco 
control legislation and in particular by this 
Directive. They should therefore be 
abolished.
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tobacco products is further regulated by 
Directive 97/7/EC of the European 
Parliament and of the Council of 
20 May 1997 on the protection of 
consumers in respect of distance 
contracts, which will be replaced by 
Directive 2011/83/EU of the European 
Parliament and of the Council of 
25 October 2011 on consumer rights, as 
of 13 June 2014.

Or. it

(See amendments to Article 16.)

Amendment 177
Eija-Riitta Korhola

Proposal for a directive
Recital 30

Text proposed by the Commission Amendment

(30) Cross-border distance sales of tobacco 
facilitate access to tobacco products of 
young people and risk to undermine 
compliance with the requirements provided 
for by tobacco control legislation and in 
particular by this Directive. Common rules 
on a notification system are necessary to 
ensure that this Directive achieves its full
potential. The provision on notification of 
cross-border distance sales of tobacco in 
this Directive should apply 
notwithstanding the notification 
procedure set out in Directive 2000/31/EC 
of the European Parliament and of the 
Council of 8 June 2000 on certain legal 
aspects of information society services. 
Business to consumer distance sale of 
tobacco products is further regulated by 
Directive 97/7/EC of the European 
Parliament and the Council of 20 May 
1997 on the protection of consumers in 
respect of distance contracts, which will 
be replaced by Directive 2011/83/EU of 
the European Parliament and the Council 

(30) Cross-border distance sales of tobacco 
should be prohibited, as they facilitate 
access to tobacco products of young people 
and risk to undermine compliance with the 
requirements provided for by tobacco 
control legislation and in particular by this 
Directive.
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of 25 October 2011 on consumer rights, 
as of 13 June 2014.

Or. fi

Amendment 178
Jolanta Emilia Hibner, Małgorzata Handzlik, Bogusław Sonik

Proposal for a directive
Recital 30

Text proposed by the Commission Amendment

(30) Cross-border distance sales of tobacco 
facilitate access to tobacco products of 
young people and risk to undermine 
compliance with the requirements provided 
for by tobacco control legislation and in 
particular by this Directive. Common rules 
on a notification system are necessary to 
ensure that this Directive achieves its full 
potential. The provision on notification of
cross-border distance sales of tobacco in 
this Directive should apply 
notwithstanding the notification 
procedure set out in Directive 2000/31/EC 
of the European Parliament and of the 
Council of 8 June 2000 on certain legal 
aspects of information society services.
Business to consumer distance sale of 
tobacco products is further regulated by 
Directive 97/7/EC of the European 
Parliament and the Council of 20 May 
1997 on the protection of consumers in 
respect of distance contracts, which will 
be replaced by Directive 2011/83/EU of 
the European Parliament and the Council 
of 25 October 2011 on consumer rights, 
as of 13 June 2014.

(30) Cross-border distance sales of tobacco 
facilitate access to tobacco products of 
young people and risk to undermine 
compliance with the requirements provided 
for by tobacco control legislation and in 
particular by this Directive. A ban shall be 
introduced on cross-border distance sales 
of tobacco products.

Or. pl

Amendment 179
Glenis Willmott, Andrés Perelló Rodríguez, Carl Schlyter, Nessa Childers, Catherine 
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Stihler, Antonyia Parvanova

Proposal for a directive
Recital 30

Text proposed by the Commission Amendment

(30) Cross-border distance sales of 
tobacco facilitate access to tobacco 
products of young people and risk to 
undermine compliance with the 
requirements provided for by tobacco 
control legislation and in particular by this 
Directive. Common rules on a notification 
system are necessary to ensure that this 
Directive achieves its full potential. The 
provision on notification of cross-border 
distance sales of tobacco in this Directive
should apply notwithstanding the 
notification procedure set out in Directive 
2000/31/EC of the European Parliament 
and of the Council of 8 June 2000 on 
certain legal aspects of information 
society services . Business to consumer 
distance sale of tobacco products is further 
regulated by Directive 97/7/EC of the 
European Parliament and the Council of 20 
May 1997 on the protection of consumers 
in respect of distance contracts, which will 
be replaced by Directive 2011/83/EU of 
the European Parliament and the Council 
of 25 October 2011 on consumer rights, as 
of 13 June 2014.

(30) Internet sales of tobacco facilitate 
access to tobacco products of young people 
and risk to undermine compliance with the 
requirements provided for by tobacco 
control legislation and in particular by this 
Directive, and should therefore be 
prohibited, in line with the implementing 
guidelines of the Framework Convention 
on Tobacco Control. Business to consumer 
distance sale of tobacco products is further 
regulated by Directive 97/7/EC of the 
European Parliament and the Council of 20 
May 1997 on the protection of consumers 
in respect of distance contracts, which will 
be replaced by Directive 2011/83/EU of 
the European Parliament and the Council 
of 25 October 2011 on consumer rights, as 
of 13 June 2014.

Or. en

Justification

All internet sales of tobacco should be prohibited.  The Commission's impact assessment finds 
that cross border internet sales are mainly illicit, and the guidelines for implementing Article 
13 of the FCTC recommend prohibiting all internet sales.  Effective age verification is very 
difficult to achieve online.

Amendment 180
Riikka Manner
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Proposal for a directive
Recital 30

Text proposed by the Commission Amendment

(30) Cross-border distance sales of tobacco 
facilitate access to tobacco products of 
young people and risk to undermine 
compliance with the requirements provided 
for by tobacco control legislation and in 
particular by this Directive. Common rules 
on a notification system are necessary to 
ensure that this Directive achieves its full 
potential. The provision on notification of 
cross-border distance sales of tobacco in 
this Directive should apply 
notwithstanding the notification procedure 
set out in Directive 2000/31/EC of the 
European Parliament and of the Council of 
8 June 2000 on certain legal aspects of 
information society services. Business to 
consumer distance sale of tobacco products 
is further regulated by Directive 97/7/EC 
of the European Parliament and the 
Council of 20 May 1997 on the protection 
of consumers in respect of distance 
contracts, which will be replaced by 
Directive 2011/83/EU of the European 
Parliament and the Council of 25 October 
2011 on consumer rights, as of 13 June 
2014.

(30) Cross-border distance sales of tobacco 
facilitate access to tobacco products of 
young people and risk to undermine 
compliance with the requirements provided 
for by tobacco control legislation and in 
particular by this Directive. Common rules 
on a notification system are necessary to 
ensure that this Directive achieves its full 
potential. By means of the revision of the 
Directive, the drafting of legislation will 
begin for a total ban on distance sales.
The provision on notification of cross-
border distance sales of tobacco in this 
Directive should apply notwithstanding the 
notification procedure set out in Directive 
2000/31/EC of the European Parliament 
and of the Council of 8 June 2000 on 
certain legal aspects of information society 
services. Business to consumer distance 
sale of tobacco products is further 
regulated by Directive 97/7/EC of the 
European Parliament and the Council of 20 
May 1997 on the protection of consumers 
in respect of distance contracts, which will 
be replaced by Directive 2011/83/EU of 
the European Parliament and the Council 
of 25 October 2011 on consumer rights, as 
of 13 June 2014.

Or. fi

Amendment 181
Andrés Perelló Rodríguez

Proposal for a directive
Recital 30 a (new)

Text proposed by the Commission Amendment

(30a) Directive 2003/33/EC on advertising 
and sponsorship of tobacco products 



PE510.712v01-00 22/70 AM\935755EN.doc

EN

already prohibits the free distribution of 
these products in the context of the 
sponsorship of events.  This Directive, 
which regulates aspects relating to the 
presentation and sale of tobacco and aims 
to achieve a high level of health 
protection and prevention of tobacco 
consumption among young people, 
extends the scope of the ban on free 
distribution to public places and 
specifically prohibits the distribution of 
printed material, discount coupons and 
similar special offers inside packages and 
wrappings.

Or. es

Amendment 182
Izaskun Bilbao Barandica

Proposal for a directive
Recital 30 b (new)

Text proposed by the Commission Amendment

(30b) The Commission and Member 
States should increase their efforts to 
further control, prevent and suppress the 
illegal trade in tobacco goods 
manufactured in third countries and 
produced without the comprehensive 
controls required of European 
manufacturers.  It is also time to move 
towards a harmonisation of tax on 
tobacco goods in all EU Member States, 
to prevent price differences between 
states, especially in cross-border areas, 
from acting as an incentive to tobacco 
consumption and to seal the commitment 
of all Member States to the aims of this 
Directive. 

Or. es
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Amendment 183
Martina Anderson

Proposal for a directive
Recital 30 c (new)

Text proposed by the Commission Amendment

(30 c) Member States apply different rules 
in allowing retailers and locally 
authorised sellers to advertise and display 
tobacco products within their premises: 
The provisions adopted in certain 
Members States which ban point of sale 
displays should be extended and 
considered as helpful in reducing tobacco 
consumption amongst young people.

Or. en

Justification

Strict rules are applied in Member States concerning the advertisement of tobacco products. 
The tobacco industry is becoming ever more innovative with what remains of its last 
marketing vehicles, making point of sale displays ever more creative and attractive. Research 
shows that Point of Sale displays have a direct impact on young people's smoking. Where 
adopted in Member States, as it is in Ireland, the ban on point of sale displays could help to 
reduce the attractiveness for young people.

Amendment 184
Martina Anderson, Kartika Tamara Liotard

Proposal for a directive
Recital 30 d (new)

Text proposed by the Commission Amendment

(30 d) Free distribution of tobacco 
products as promotional advertising, still 
used via online retail or tolerated in some 
public places in some Member States, 
should be prohibited.

Or. en
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Justification

Young people are primarily targeted by advertising campaigns promoting tobacco products 
which freely distribute them in public places such as nightclubs or other entertainment 
venues. Such promotional distributions of tobacco products should be prohibited.

Amendment 185
Sari Essayah

Proposal for a directive
Recital 31

Text proposed by the Commission Amendment

(31) All tobacco products have the 
potential to cause mortality, morbidity and 
disability and their consumption should be 
contained. It is therefore important to 
monitor developments as regards novel 
tobacco products. A notification 
obligation for novel tobacco products 
should be put on manufacturers and 
importers, without prejudice to the power 
of the Member States to ban or to 
authorise them. The Commission should 
monitor the developments and submit a 
report 5 years after the date of 
transposition of this Directive, in order to 
assess whether amendments to this 
Directive are necessary.

(31) All tobacco products have the 
potential to cause mortality, morbidity and 
disability and their consumption should be 
contained. The aim of the Directive is to 
reduce smoking and particularly to 
discourage young people and others from 
starting to smoke. Widening of the market 
by permitting new tobacco products 
should therefore be prohibited as contrary 
to the aim of the Directive.

Or. fi

Amendment 186
Toine Manders

Proposal for a directive
Recital 31

Text proposed by the Commission Amendment

(31) All tobacco products have the 
potential to cause mortality, morbidity and 

(31) All tobacco products have the 
potential to cause mortality, morbidity and 
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disability and their consumption should be 
contained. It is therefore important to 
monitor developments as regards novel 
tobacco products. A notification 
obligation for novel tobacco products 
should be put on manufacturers and 
importers, without prejudice to the power 
of the Member States to ban or to 
authorise them. The Commission should 
monitor the development and submit a 
report 5 years after the transposition 
deadline of this Directive, in order to 
assess whether amendments to this 
Directive are necessary.

disability and their consumption should be 
contained. Therefore a complete ban on 
the production and sale of all tobacco 
products in the European Union should 
be imposed. 

Or. en

Amendment 187
Riikka Manner

Proposal for a directive
Recital 31

Text proposed by the Commission Amendment

(31) All tobacco products have the 
potential to cause mortality, morbidity and 
disability and their consumption should be 
contained. It is therefore important to 
monitor developments as regards novel 
tobacco products. A notification obligation 
for novel tobacco products should be put 
on manufacturers and importers, without 
prejudice to the power of the Member 
States to ban or to authorise them. The 
Commission should monitor the 
developments and submit a report 5 years 
after the date of transposition of this 
Directive, in order to assess whether 
amendments to this Directive are 
necessary.

(31) All tobacco products have the 
potential to cause mortality, morbidity and 
disability and their consumption should be 
contained. It is therefore important to 
monitor developments as regards novel 
tobacco products. A notification obligation 
for novel tobacco products should be put 
on manufacturers and importers, without 
prejudice to the power of the Member 
States to ban or to authorise them. The 
Commission should monitor the 
developments and submit a report 5 years 
after the date of transposition of this 
Directive, in order to assess whether 
amendments to this Directive are necessary 
to completely prevent novel tobacco 
products from entering the market.

Or. fi
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Amendment 188
Jolanta Emilia Hibner, Małgorzata Handzlik, Bogusław Sonik

Proposal for a directive
Recital 31

Text proposed by the Commission Amendment

(31) All tobacco products have the 
potential to cause mortality, morbidity and 
disability and their consumption should be 
contained. It is therefore important to 
monitor developments as regards novel 
tobacco products. A notification obligation 
for novel tobacco products should be put 
on manufacturers and importers, without 
prejudice to the power of the Member 
States to ban or to authorise them. The 
Commission should monitor the 
developments and submit a report 5 years 
after the date of transposition of this 
Directive, in order to assess whether 
amendments to this Directive are 
necessary.

(31) All tobacco products have the 
potential to cause mortality, morbidity and 
disability and their consumption should be 
contained. It is therefore important to 
monitor developments as regards novel 
tobacco products. A notification obligation 
for novel tobacco products should be put 
on manufacturers and importers, without 
prejudice to the power of the Member 
States to ban or to authorise them. The 
Commission should monitor the 
developments and submit a report 5 years 
after the date of transposition of this 
Directive, in order to assess whether 
amendments to this Directive are 
necessary. Children and young people 
must be educated, as this is the simplest 
and most effective way of preventing 
young people from starting to smoke. 
Consideration should also be given to 
creating a fund financed by the 
manufacturers of tobacco products, which 
would be used to fund anti-smoking 
campaigns. Member States should 
harmonise the legal age for purchasing 
tobacco products at 18.

Or. pl

Amendment 189
María Auxiliadora Correa Zamora, Esther Herranz García, Pilar Ayuso

Proposal for a directive
Recital 31
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Text proposed by the Commission Amendment

(31) All tobacco products have the 
potential to cause mortality, morbidity and 
disability and their consumption should be 
contained. It is therefore important to 
monitor developments as regards novel 
tobacco products. A notification obligation 
for novel tobacco products should be put 
on manufacturers and importers, without 
prejudice to the power of the Member 
States to ban or to authorise them. The 
Commission should monitor the 
development and submit a report 5 years 
after the transposition deadline of this 
Directive, in order to assess whether 
amendments to this Directive are 
necessary.

(31) All tobacco products have the 
potential to cause mortality, morbidity and 
disability and their consumption should be 
contained. It is therefore important to 
promote plans and campaigns to educate 
and create awareness of the serious 
health impact of smoking, and to monitor 
developments as regards novel tobacco 
products. A notification obligation for 
novel tobacco products should be put on 
manufacturers and importers, without 
prejudice to the power of the Member 
States to ban or to authorise them. The 
Commission should monitor the 
development and submit a report 5 years 
after the transposition deadline of this 
Directive, in order to assess whether 
amendments to this Directive are 
necessary.

Or. es

Justification

Public education and awareness campaigns will be more effective in terms of public health 
than simply applying a ban without any scientific basis.

Amendment 190
Theodoros Skylakakis

Proposal for a directive
Recital 31

Text proposed by the Commission Amendment

(31) All tobacco products have the 
potential to cause mortality, morbidity and 
disability and their consumption should be 
contained. It is therefore important to 
monitor developments as regards novel 
tobacco products. A notification obligation 
for novel tobacco products should be put 
on manufacturers and importers, without 

(31) All tobacco products have the 
potential to cause mortality, morbidity and 
disability and their consumption should be 
contained. It is therefore important to 
monitor developments as regards novel 
tobacco products. A notification obligation 
for novel tobacco products should be put 
on manufacturers and importers, without 



PE510.712v01-00 28/70 AM\935755EN.doc

EN

prejudice to the power of the Member 
States to ban or to authorise them. The 
Commission should monitor the 
development and submit a report 5 years 
after the transposition deadline of this 
Directive, in order to assess whether 
amendments to this Directive are 
necessary.

prejudice to the power of the Member 
States to ban or to authorise them. In so 
doing, Member States should take into 
account the possibility that new tobacco 
products may have a negative impact on 
the overall health of the population or the 
possibility that new tobacco products may 
limit the damage to the overall health  of 
the population through the mass 
substitution of products used by smokers 
and the insignificant use of these products 
by non-smokers. The Commission should 
monitor the development, bearing in mind 
both possibilities, and submit a report 3
years after the transposition deadline of 
this Directive, in order to assess whether 
amendments to this Directive are 
necessary.

Or. el

Justification

The criterion for issuing a marketing authorisation for new tobacco products should be the 
impact on overall health, so that encouragement is given to products which have a serious 
chance of reducing the negative impact on the health of the population as a whole.

Amendment 191
Sari Essayah

Proposal for a directive
Recital 32

Text proposed by the Commission Amendment

(32) In order to ensure a level playing 
field, novel tobacco products, which are 
tobacco products in the sense of this 
Directive, should respect the requirements 
provided for in this Directive.

(32) It is damaging and unnecessary for 
novel tobacco products, which are tobacco 
products in the sense of this Directive, to 
enter the market. It is therefore not 
justified to permit novel tobacco products 
to enter the market and be approved. 
Permitting novel tobacco products is in 
conflict with the fundamental aim of the 
Directive to reduce the use of tobacco 
products.
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Or. fi

Amendment 192
Linda McAvan, Karl-Heinz Florenz

Proposal for a directive
Recital 33

Text proposed by the Commission Amendment

(33) Nicotine-containing products are sold 
on the Union market. The different 
regulatory approaches taken by Member 
States to address health and safety 
concerns associated with these products 
have a negative impact on the functioning 
of the internal market, in particular 
considering that these products are 
subject to significant cross-border 
distance sales including via the internet.

(33) Nicotine-containing products are sold 
on the Union market. However, Member 
States have taken different regulatory 
approaches which are undermining the 
internal market, in particular considering 
that these products are subject to 
significant cross-border distance sales 
including via the internet. There is a need 
for harmonized rules, and given the 
potential of these products to aid with the 
harm reduction agenda, there should be 
an option for a light-touch regulatory 
regime to guarantee safety and quality, 
which is a middle-way between medicines 
and tobacco regulation.

Or. en

Amendment 193
Frédérique Ries

Proposal for a directive
Recital 33

Text proposed by the Commission Amendment

(33) Nicotine-containing products are sold 
on the Union market. The different 
regulatory approaches taken by Member 
States to address health and safety 
concerns associated with these products 
have a negative impact on the functioning 
of the internal market, in particular
considering that these products are subject 

(33) Nicotine-containing products are 
being sold on the Union market in 
increasing quantities, Electronic 
cigarettes, which come in many different 
varieties with varying technical 
characteristics, are proving especially 
popular. This diversity makes them 
difficult to define in law, and means that 
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to significant cross-border distance sales 
including via the internet.

several different European legal regimes 
apply to them depending on whether or 
not their purpose is to help people stop 
smoking and whether they contain 
addictive substances such as nicotine or 
toxic chemicals.  
The different regulatory approaches taken 
by Member States to address possible 
health and safety concerns associated with 
these new products, which have been on 
the EU market for less than 10 years, have 
an impact on the functioning of the internal 
market, in particular considering that these 
products are subject to significant cross-
border distance sales including via the 
internet.

Or. fr

Justification

These new nicotine-containing products must be presented in a more objective manner, since 
although their quality and safety are not fully guaranteed, one thing is certain: they are less 
toxic, and thus less of a risk to health, than standard cigarettes or rolling tobacco.

Amendment 194
Giancarlo Scottà, Oreste Rossi, Matteo Salvini, Francesco Enrico Speroni, 
Claudio Morganti, Lorenzo Fontana

Proposal for a directive
Recital 33

Text proposed by the Commission Amendment

(33) Nicotine-containing products are sold 
on the Union market. The different 
regulatory approaches taken by Member 
States to address health and safety 
concerns associated with these products 
have a negative impact on the functioning 
of the internal market, in particular 
considering that these products are subject 
to significant cross-border distance sales 
including via the internet.

(33) Non-tobacco nicotine-containing 
products are sold on the Union market. The 
different regulatory approaches taken by 
Member States to address health and safety 
concerns associated with these products 
have a negative impact on the functioning 
of the internal market, in particular 
considering that these products are subject 
to significant cross-border distance sales 
including via the internet.
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Or. it

Amendment 195
Sari Essayah

Proposal for a directive
Recital 33

Text proposed by the Commission Amendment

(33) Nicotine-containing products are sold 
on the Union market. The different 
regulatory approaches taken by Member 
States to address health and safety 
concerns associated with these products 
have a negative impact on the functioning 
of the internal market, in particular 
considering that these products are subject 
to significant cross-border distance sales 
including via the internet.

(33) Nicotine-containing products are sold 
on the Union market. The different 
regulatory approaches taken by Member 
States to address health and safety 
concerns associated with these products 
have a negative impact on the functioning 
of the internal market, in particular 
considering that these products are subject 
to significant cross-border distance sales 
including via the internet. E-cigarettes, in 
which nicotine is absorbed into the body 
together with air inhaled, should be 
treated equally with other nicotine sources 
absorbed into the body through air 
inhaled.

Or. fi

Amendment 196
Toine Manders

Proposal for a directive
Recital 33

Text proposed by the Commission Amendment

(33) Nicotine-containing products are sold 
on the Union market. The different 
regulatory approaches taken by Member 
States to address health and safety 
concerns associated with these products 
have a negative impact on the functioning 
of the internal market, in particular 
considering that these products are subject 

(33) Nicotine-containing products are sold 
on the Union market. The different 
regulatory approaches taken by Member 
States to address health and safety 
concerns associated with these products 
have a negative impact on the functioning 
of the internal market, in particular 
considering that these products are subject 
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to significant cross-border distance sales 
including via the internet.

to significant cross-border distance sales 
including via the internet.

Member States collect a substantial 
amount of tax revenues from the 
production and sale of all tobacco 
products and therefore Member States 
should be strongly encouraged to spend 
those revenues directly on health care and 
information campaigns to inform young 
citizens about the major health risks of 
smoking. 

Or. en

Amendment 197
Frédérique Ries, Corinne Lepage

Proposal for a directive
Recital 33 a (new)

Text proposed by the Commission Amendment

(33a) Before their products can be 
authorised for marketing, electronic 
cigarette producers and distributors must 
provide the supervisory authorities with 
an exact statement of their products’ 
essential ingredients (in terms of purity, 
impurities and stability), which must be
visible on the packaging in accordance 
with Directive 2001/95/EC on general 
product safety;
reliable scientific data concerning the 
non-toxicity of electronic cigarettes is also 
essential in the interests of both the 
consumer and the manufacturer or 
distributor; the Commission will, 
therefore, request an opinion from the 
Scientific Committee on Emerging and 
Newly Identified Health Risks 
(SCENIHR) within 24 months of the 
entry into force of the Directive;

Or. fr
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Justification

A comprehensive safety report on the various types of electronic cigarettes currently 
available on the market (which are often outside the scope of any regulations) should be 
drawn up by the Commission and its scientific committees as soon as possible.

Amendment 198
Renate Sommer

Proposal for a directive
Recital 34

Text proposed by the Commission Amendment

(34) Directive 2001/83/EC of the 
European Parliament and of the Council 
of 6 November 2001 on the Community 
code relating to medicinal products for 
human use provides a legal framework to 
assess the quality, safety and efficacy of 
medicinal products including nicotine 
containing products. A significant 
number of nicotine-containing products 
were already authorised under this 
regulatory regime. The authorisation 
takes into account the nicotine content of 
the product in question. Subjecting all 
nicotine-containing products, whose 
nicotine content equals or exceeds the 
content of a nicotine containing product 
previously authorised under Directive 
2001/83/EC, to the same legal framework 
clarifies the legal situation, levels out 
differences between national legislations, 
ensures equal treatment of all nicotine 
containing products usable for smoking 
cessation purposes and creates incentives 
for research and innovation in smoking 
cessation. This should be without 
prejudice to the application of Directive 
2001/83/EC to other products covered by 
this Directive if the conditions set by 
Directive 2001/83/EC are fulfilled.

deleted

Or. de



PE510.712v01-00 34/70 AM\935755EN.doc

EN

Amendment 199
Christian Engström, Christofer Fjellner, Rebecca Taylor

Proposal for a directive
Recital 34

Text proposed by the Commission Amendment

(34) Directive 2001/83/EC of the European 
Parliament and of the Council of 6 
November 2001 on the Community code 
relating to medicinal products for human 
use provides a legal framework to assess 
the quality, safety and efficacy of 
medicinal products including nicotine 
containing products. A significant number 
of nicotine-containing products were 
already authorised under this regulatory 
regime. The authorisation takes into 
account the nicotine content of the 
product in question. Subjecting all
nicotine-containing products, whose 
nicotine content equals or exceeds the 
content of a nicotine containing product 
previously authorised under Directive 
2001/83/EC, to the same legal framework 
clarifies the legal situation, levels out 
differences between national legislations, 
ensures equal treatment of all nicotine 
containing products usable for smoking
cessation purposes and creates incentives 
for research and innovation in smoking 
cessation. This should be without 
prejudice to the application of Directive 
2001/83/EC to other products covered by 
this Directive if the conditions set by 
Directive 2001/83/EC are fulfilled.

(34) Directive 2001/83/EC of the European 
Parliament and of the Council of 6 
November 2001 on the Community code 
relating to medicinal products for human 
use provides a legal framework to assess 
the quality, safety and efficacy of 
medicinal products including nicotine 
containing products which claim to have 
properties beneficial to human health. A 
significant number of nicotine-containing 
products presenting such claims have 
already been authorised under this 
regulatory regime. Member States are 
obliged to ensure nicotine containing 
products which do not fall under Directive 
2001/83/EC and which are placed on the 
common market comply with the 
appropriate legislation listed in [new] 
Annex IV.

Or. en

Justification

Clarifies that a 'two track' approach should be taken regarding nicotine containing products. 
Those which do not fall under Directive 2001/83/EC have to comply with the broad range of 
legislation listed in [new] Annex IV.
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Amendment 200
Glenis Willmott, Andrés Perelló Rodríguez, Kartika Tamara Liotard, Carl Schlyter, 
Catherine Stihler, Antonyia Parvanova

Proposal for a directive
Recital 34

Text proposed by the Commission Amendment

(34) Directive 2001/83/EC of the European 
Parliament and of the Council of 6 
November 2001 on the Community code 
relating to medicinal products for human 
use provides a legal framework to assess 
the quality, safety and efficacy of 
medicinal products including nicotine 
containing products. A significant number 
of nicotine-containing products were 
already authorised under this regulatory 
regime. The authorisation takes into 
account the nicotine content of the product 
in question. Subjecting all nicotine-
containing products, whose nicotine 
content equals or exceeds the content of a 
nicotine containing product previously 
authorised under Directive 2001/83/EC, to 
the same legal framework clarifies the 
legal situation, levels out differences 
between national legislations, ensures 
equal treatment of all nicotine containing 
products usable for smoking cessation 
purposes and creates incentives for 
research and innovation in smoking 
cessation. This should be without prejudice 
to the application of Directive 2001/83/EC 
to other products covered by this Directive 
if the conditions set by Directive 
2001/83/EC are fulfilled.

(34) Directive 2001/83/EC of the European 
Parliament and of the Council of 6
November 2001 on the Community code 
relating to medicinal products for human 
use provides a legal framework to assess 
the quality, safety and efficacy of 
medicinal products including nicotine 
containing products. A significant number 
of nicotine-containing products were 
already authorised under this regulatory 
regime. The authorisation takes into 
account the nicotine content of the product 
in question. However, measuring nicotine 
delivery has proven to be difficult, as it 
depends on the products and how they are 
being used. Therefore, subjecting all 
nicotine-containing products regardless of 
their nicotine content to Directive 
2001/83/EC clarifies the legal situation, 
levels out differences between national 
legislations, ensures equal treatment of all 
nicotine containing products usable for 
smoking cessation purposes and creates 
incentives for research and innovation in 
smoking cessation. This should be without 
prejudice to the application of Directive 
2001/83/EC to other products covered by 
this Directive if the conditions set by 
Directive 2001/83/EC are fulfilled.

Or. en

Justification

The only justification for allowing the marketing of nicotine containing products (NCPs) is 
for cessation purposes. It is very difficult to assess the nicotine delivery of NCPs. An intensive 
use of NCPs with a low level of nicotine could still lead to significant nicotine intake.  It is 
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thus appropriate to subject all NCP to pharmaceutical legislation. This would ensure the 
quality, safety and efficacy of NCPs, as well as a level playing field for all nicotine containing 
products.

Amendment 201
Giancarlo Scottà, Oreste Rossi, Matteo Salvini, Francesco Enrico Speroni, 
Claudio Morganti, Lorenzo Fontana

Proposal for a directive
Recital 34

Text proposed by the Commission Amendment

(34) Directive 2001/83/EC of the European 
Parliament and of the Council of 
6 November 2001 on the Community code 
relating to medicinal products for human 
use provides a legal framework to assess 
the quality, safety and efficacy of 
medicinal products including nicotine 
containing products. A significant number 
of nicotine-containing products were 
already authorised under this regulatory 
regime. The authorisation takes into 
account the nicotine content of the product 
in question. Subjecting all nicotine-
containing products, whose nicotine 
content equals or exceeds the content of a
nicotine containing product previously
authorised under Directive 2001/83/EC, to 
the same legal framework clarifies the 
legal situation, levels out differences 
between national legislations, ensures 
equal treatment of all nicotine containing
products usable for smoking cessation
purposes and creates incentives for 
research and innovation in smoking 
cessation. This should be without prejudice 
to the application of Directive 2001/83/EC 
to other products covered by this Directive 
if the conditions set by Directive 
2001/83/EC are fulfilled.

(34) Directive 2001/83/EC of the European 
Parliament and of the Council of 
6 November 2001 on the Community code 
relating to medicinal products for human 
use provides a legal framework to assess 
the quality, safety and efficacy of 
medicinal products including 
nicotine-containing products. A significant 
number of nicotine-containing products 
were already authorised under this 
regulatory regime. The authorisation takes 
into account the nicotine content of the 
product in question. Excluding non-
tobacco nicotine-containing products 
authorised under Directive 2001/83/EC 
from the scope of this Directive clarifies 
the legal situation, levels out differences 
between national legislations, ensures 
equal treatment of all nicotine-containing
products usable for smoking-cessation
purposes and creates incentives for 
research and innovation in smoking 
cessation. This should be without prejudice 
to the application of Directive 2001/83/EC 
to other products covered by this Directive 
if the conditions set by Directive 
2001/83/EC are fulfilled.

Or. it

(See amendments to Article 18.)



AM\935755EN.doc 37/70 PE510.712v01-00

EN

Amendment 202
Frédérique Ries

Proposal for a directive
Recital 34

Text proposed by the Commission Amendment

(34) Directive 2001/83/EC of the European 
Parliament and of the Council of 6 
November 2001 on the Community code 
relating to medicinal products for human 
use provides a legal framework to assess 
the quality, safety and efficacy of 
medicinal products including nicotine 
containing products. A significant number 
of nicotine-containing products were 
already authorised under this regulatory 
regime. The authorisation takes into 
account the nicotine content of the product 
in question. Subjecting all nicotine-
containing products, whose nicotine 
content equals or exceeds the content of a 
nicotine containing product previously 
authorised under Directive 2001/83/EC, to 
the same legal framework clarifies the 
legal situation, levels out differences 
between national legislations, ensures 
equal treatment of all nicotine containing 
products usable for smoking cessation 
purposes and creates incentives for 
research and innovation in smoking 
cessation. This should be without prejudice 
to the application of Directive 2001/83/EC 
to other products covered by this Directive 
if the conditions set by Directive 
2001/83/EC are fulfilled.

(34) Directive 2001/83/EC of the European 
Parliament and of the Council of 6 
November 2001 on the Community code 
relating to medicinal products for human 
use provides a legal framework to assess 
the quality, safety and efficacy of 
medicinal products including certain 
nicotine containing products. A significant
number of nicotine-containing products 
were already authorised under this 
regulatory regime. The authorisation takes 
into account the nicotine content of the 
product in question. In the event that 
similar use is made of them, subjecting all 
nicotine-containing products, whose 
nicotine content equals or exceeds the 
content of a nicotine containing product 
previously authorised under Directive 
2001/83/EC, to the same legal framework 
clarifies the legal situation, levels out 
differences between national legislations, 
ensures equal treatment of all nicotine 
containing products usable for smoking 
cessation purposes and creates incentives 
for research and innovation in smoking 
cessation. This should be without prejudice 
to the application of Directive 2001/83/EC 
to other products covered by this Directive 
if the conditions set by Directive 
2001/83/EC are fulfilled.

Or. fr

Justification

Nuances are all-important here. Only certain products covered under Article 18 containing 
the right amount of nicotine should be considered to be medicinal products for human use as 
defined in Directive 2001/83/EC and whose marketing must be subject to prior authorisation. 
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Other products covered under Article 18 should come under the scope of both Directive 
2001/95/EC on general product safety and Directive 2001/83/EC on medical devices.

Amendment 203
Theodoros Skylakakis

Proposal for a directive
Recital 34

Text proposed by the Commission Amendment

(34) Directive 2001/83/EC of the European 
Parliament and of the Council of 6 
November 2001 on the Community code 
relating to medicinal products for human 
use provides a legal framework to assess 
the quality, safety and efficacy of 
medicinal products including nicotine 
containing products. A significant number 
of nicotine-containing products were 
already authorised under this regulatory 
regime. The authorisation takes into 
account the nicotine content of the product 
in question. Subjecting all nicotine-
containing products, whose nicotine 
content equals or exceeds the content of a 
nicotine containing product previously 
authorised under Directive 2001/83/EC, to 
the same legal framework clarifies the 
legal situation, levels out differences 
between national legislations, ensures 
equal treatment of all nicotine containing 
products usable for smoking cessation 
purposes and creates incentives for 
research and innovation in smoking 
cessation. This should be without prejudice 
to the application of Directive 2001/83/EC 
to other products covered by this Directive 
if the conditions set by Directive 
2001/83/EC are fulfilled.

(34) Directive 2001/83/EC of the European 
Parliament and of the Council of 6 
November 2001 on the Community code 
relating to medicinal products for human 
use provides a legal framework to assess 
the quality, safety and efficacy of 
medicinal products including nicotine 
containing products. A significant number 
of nicotine-containing products were 
already authorised under this regulatory 
regime. However, it is necessary to 
differentiate them from non-
pharmaceutical nicotine-containing 
products aimed at smokers whose use is  
aimed primarily not at stopping tobacco 
use but at replacing existing tobacco 
products and whose impact on  the overall 
health of the population is drastically 
different from that of existing tobacco 
products. The authorisation takes into 
account the nicotine content of the product 
in question. Subjecting all nicotine-
containing products, whose nicotine 
content equals or exceeds the content of a 
nicotine containing product previously 
authorised under Directive 2001/83/EC, to 
the same legal framework clarifies the 
legal situation, levels out differences 
between national legislations, ensures 
equal treatment of all nicotine containing 
products usable for smoking cessation 
purposes and creates incentives for 
research and innovation in smoking 
cessation. This should be without prejudice 
to the application of Directive 2001/83/EC 



AM\935755EN.doc 39/70 PE510.712v01-00

EN

to other products covered by this Directive 
if the conditions set by Directive 
2001/83/EC are fulfilled.

Or. el

Justification

Nicotine-containing products which are aimed at smokers and are intended to make it easier 
to give up smoking  should be treated differently from non-pharmaceutical products whose 
main aim is to replace existing tobacco products which are much more harmful.

Amendment 204
Sari Essayah

Proposal for a directive
Recital 34 a (new)

Text proposed by the Commission Amendment

(34a) All products containing nicotine 
should be treated in the same way. They 
should be governed either by this directive 
or, in the case of large doses used for 
medicinal purposes, by the medicines 
legislation of the Member State. The 
medicines legislation of the Member State 
would define the limits of medicinal use of 
nicotine in accordance with the 
subsidiarity principle. In defining nicotine 
content, quantities of nicotine should be 
calculated as a daily dose and in the light 
of the largest dose.

Or. fi

Amendment 205
Glenis Willmott, Andrés Perelló Rodríguez, Kartika Tamara Liotard, Carl Schlyter, 
Catherine Stihler, Antonyia Parvanova

Proposal for a directive
Recital 35
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Text proposed by the Commission Amendment

(35) Labelling provisions should be 
introduced for nicotine containing 
products below the threshold set out in 
this Directive drawing the attention of 
consumers to potential health risks.

deleted

Or. en

Justification

This is linked to the amendment subjecting all manufactured NCP to pharmaceutical 
legislation. When all NCPs are regulated as medicinal products irrespective of the nicotine 
concentration therein, this clause on labelling becomes obsolete.

Amendment 206
Sari Essayah

Proposal for a directive
Recital 35

Text proposed by the Commission Amendment

(35) Labelling provisions should be 
introduced for nicotine containing products 
below the threshold set out in this Directive 
drawing the attention of consumers to 
potential health risks.

(35) Labelling provisions should be 
introduced for nicotine containing products 
below the threshold set out in this Directive 
drawing the attention of consumers to 
potential health risks. Package labelling 
should correspond to pictorial warnings 
and package labelling required of tobacco 
products in this Directive.

Or. fi

Amendment 207
Christian Engström, Christofer Fjellner, Rebecca Taylor

Proposal for a directive
Recital 35
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Text proposed by the Commission Amendment

(35) Labelling provisions should be 
introduced for nicotine containing products 
below the threshold set out in this
Directive drawing the attention of 
consumers to potential health risks.

(35) Labelling provisions should be 
introduced for nicotine containing products 
falling outside of the scope of Directive 
2001/83/EC drawing the attention of 
consumers to potential health risks, and 
Member States should be obliged to 
ensure that national age restrictions for 
buying nicotine containing products are 
kept in line with those for the sale of 
tobacco products.

Or. en

Justification

A level playing field between age restrictions for the sale of nicotine-containing products and 
tobacco products should be maintained, so as to discourage minors from taking up either 
product for the first time.

Amendment 208
Giancarlo Scottà, Oreste Rossi, Matteo Salvini, Francesco Enrico Speroni, 
Claudio Morganti, Lorenzo Fontana

Proposal for a directive
Recital 35

Text proposed by the Commission Amendment

(35) Labelling provisions should be 
introduced for nicotine containing products 
below the threshold set out in this 
Directive drawing the attention of 
consumers to potential health risks.

(35) Provisions on ingredients, labelling, 
and description should be introduced for 
non-tobacco nicotine-containing products 
covered by this Directive in order to draw
the attention of consumers to health risks.

Or. it

(See amendments to Article 18.)

Amendment 209
Maria do Céu Patrão Neves
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Proposal for a directive
Article 2 - point 36 a (new)

Text proposed by the Commission Amendment

(36a) ‘reduced risk product’ means any 
product containing tobacco which, when 
marketed, significantly reduces the risk of 
illnesses associated with the consumption 
of conventional tobacco products. A 
product used to treat addiction to tobacco 
consumption, including cessation, is not a 
reduced risk product if it has been 
approved as a medicinal product.

Or. pt

Amendment 210
Renate Sommer

Proposal for a directive
Recital 37

Text proposed by the Commission Amendment

(37) In order to ensure uniform 
conditions for the implementation of this 
Directive, in particular concerning the 
format of ingredients reporting, the 
determination of products with 
characterising flavours or with increased 
levels of toxicity and addictiveness and the 
methodology for determining whether a 
tobacco product has characterising 
flavour, implementing powers should be 
conferred on the Commission. Those 
powers should be exercised in accordance 
with Regulation (EU) No 182/2011.

deleted

Or. de

Amendment 211
Milan Cabrnoch
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Proposal for a directive
Recital 37

Text proposed by the Commission Amendment

(37) In order to ensure uniform conditions 
for the implementation of this Directive, in 
particular concerning the format of 
ingredients reporting, the determination of 
products with characterising flavours or
with increased levels of toxicity and 
addictiveness and the methodology for 
determining whether a tobacco product 
has characterising flavour, implementing 
powers should be conferred on the 
Commission. Those powers should be 
exercised in accordance with Regulation 
(EU) No 182/2011.

(37) In order to ensure uniform conditions 
for the implementation of this Directive, in 
particular concerning the format of 
ingredients reporting, the determination of 
products with increased levels of toxicity 
and addictiveness, implementing powers 
should be conferred on the Commission. 
Those powers should be exercised in 
accordance with Regulation (EU) No 
182/2011.

Or. cs

Amendment 212
Jarosław Kalinowski

Proposal for a directive
Recital 37

Text proposed by the Commission Amendment

(37) In order to ensure uniform conditions 
for the implementation of this Directive, in 
particular concerning the format of 
ingredients reporting, the determination of 
products with characterising flavours or 
with increased levels of toxicity and 
addictiveness and the methodology for 
determining whether a tobacco product 
has characterising flavour, implementing 
powers should be conferred on the 
Commission. Those powers should be 
exercised in accordance with Regulation 
(EU) No 182/2011.

(37) In order to ensure uniform conditions 
for the implementation of this Directive, in 
particular concerning the format of 
ingredients reporting, implementing 
powers should be conferred on the 
Commission. Those powers should be 
exercised in accordance with Regulation 
(EU) No 182/2011.

Or. pl
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Justification

Cigarettes with a characterising aroma and taste became popular (i.e. they account for a 
significant share of the tobacco products market) in a small number of EU Member States. In 
other countries, the popularity of flavoured cgarettes is negligible, while in other countries it 
is non-existent. Therefore, the measures proposed by the Commission would hit the markets of 
countries where flavoured cigarettes are popular hardest, while they would have practically 
no effect on the markets of other Member States. This measure is disproportionate and, as 
such, it should be removed.

Amendment 213
Glenis Willmott, Carl Schlyter

Proposal for a directive
Recital 37

Text proposed by the Commission Amendment

(37) In order to ensure uniform conditions 
for the implementation of this Directive, in 
particular concerning the format of 
ingredients reporting, the determination of 
products with characterising flavours or 
with increased levels of toxicity and 
addictiveness and the methodology for 
determining whether a tobacco product 
has characterising flavour, implementing 
powers should be conferred on the 
Commission. Those powers should be 
exercised in accordance with Regulation 
(EU) No 182/2011 .

(37) In order to ensure uniform conditions 
for the implementation of this Directive, in 
particular concerning the format of 
ingredients reporting, implementing 
powers should be conferred on the 
Commission. Those powers should be 
exercised in accordance with Regulation 
(EU) No 182/2011 .

Or. en

Justification

Consequential amendment to the proposal to introduce a positive list in Art. 6(1) first 
subparagraph by the same authors.

Amendment 214
Giancarlo Scottà, Oreste Rossi, Matteo Salvini, Francesco Enrico Speroni, 
Claudio Morganti, Lorenzo Fontana

Proposal for a directive
Recital 37
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Text proposed by the Commission Amendment

(37) In order to ensure uniform conditions 
for the implementation of this Directive, in 
particular concerning the format of 
ingredients reporting, the determination of
products with characterising flavours or 
with increased levels of toxicity and 
addictiveness and the methodology for 
determining whether a tobacco product 
has characterising flavour, implementing 
powers should be conferred on the 
Commission. Those powers should be 
exercised in accordance with Regulation 
(EU) No 182/2011.

(37) In order to ensure uniform conditions 
for the implementation of this Directive, in 
particular concerning the format of 
ingredients reporting and the determination 
of products with characterising flavours or 
with increased levels of toxicity and 
addictiveness, implementing powers 
should be conferred on the Commission. 
Those powers should be exercised in 
accordance with Regulation (EU) 
No 182/2011.

Or. it

(See amendment to Article 6(2), subparagraph 2.)

Amendment 215
Jolanta Emilia Hibner, Małgorzata Handzlik, Bogusław Sonik

Proposal for a directive
Recital 37

Text proposed by the Commission Amendment

(37) In order to ensure uniform conditions 
for the implementation of this Directive, in 
particular concerning the format of 
ingredients reporting, the determination of 
products with characterising flavours or 
with increased levels of toxicity and 
addictiveness and the methodology for 
determining whether a tobacco product has 
characterising flavour, implementing 
powers should be conferred on the 
Commission. Those powers should be 
exercised in accordance with Regulation 
(EU) No 182/2011.

(37) In order to ensure uniform conditions 
for the implementation of this Directive, in 
particular concerning the format of 
ingredients reporting, the determination of 
products with increased levels of toxicity 
and addictiveness and the methodology for 
determining whether a tobacco product has 
characterising flavour, implementing 
powers should be conferred on the 
Commission. Those powers should be 
exercised in accordance with Regulation 
(EU) No 182/2011.

Or. pl

Amendment 216
Gaston Franco
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Proposal for a directive
Recital 38

Text proposed by the Commission Amendment

(38) In order to make this Directive fully 
operational and to keep up with technical, 
scientific and international developments 
in tobacco manufacture, consumption and 
regulation, the power to adopt acts in 
accordance with Article 290 of the Treaty 
on the Functioning of the European 
Union should be delegated to the 
Commission, in particular in respect of 
adopting and adapting maximum yields 
for emissions and their measurement 
methods, setting maximum levels for 
ingredients that increase toxicity, 
addictiveness or attractiveness, , the use of 
health warnings, unique identifiers and 
security features in the labelling and 
packaging, defining key elements for 
contracts on data storage with 
independent third parties, reviewing 
certain exemptions granted to tobacco 
products other than cigarettes, roll-your-
own tobacco and smokeless tobacco 
products and reviewing the nicotine levels 
for nicotine containing products. It is of 
particular importance that the 
Commission carries out appropriate 
consultations during its preparatory work, 
including at expert level. The 
Commission, when preparing and 
drawing up delegated acts, should ensure 
a simultaneous, timely and appropriate 
transmission of relevant documents to the 
European Parliament and Council.

deleted

Or. en

Justification

All decisions in this directive are highly political decisions. Any changes have to made with 
ordinary legislative procedure.
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Amendment 217
Renate Sommer, Monika Hohlmeier

Proposal for a directive
Recital 38

Text proposed by the Commission Amendment

(38) In order to make this Directive fully 
operational and to keep up with technical, 
scientific and international developments 
in tobacco manufacture, consumption and 
regulation, the power to adopt acts in 
accordance with Article 290 of the Treaty 
on the Functioning of the European 
Union should be delegated to the 
Commission, in particular in respect of 
adopting and adapting maximum yields 
for emissions and their measurement 
methods, setting maximum levels for 
ingredients that increase toxicity, 
addictiveness or attractiveness, the use of 
health warnings, unique identifiers and 
security features in the labelling and 
packaging, defining key elements for 
contracts on data storage with 
independent third parties, reviewing 
certain exemptions granted to tobacco 
products other than cigarettes, roll-your-
own tobacco and smokeless tobacco 
products and reviewing the nicotine levels 
for nicotine containing products. It is of 
particular importance that the 
Commission carries out appropriate 
consultations during its preparatory work, 
including at expert level. The 
Commission, when preparing and 
drawing up delegated acts, should ensure 
a simultaneous, timely and appropriate 
transmission of relevant documents to the 
European Parliament and Council.

deleted

Or. de

Amendment 218
Milan Cabrnoch
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Proposal for a directive
Recital 38

Text proposed by the Commission Amendment

(38) In order to make this Directive fully 
operational and to keep up with technical, 
scientific and international developments 
in tobacco manufacture, consumption and 
regulation, the power to adopt acts in 
accordance with Article 290 of the Treaty 
on the Functioning of the European Union 
should be delegated to the Commission, in 
particular in respect of adopting and
adapting maximum yields for emissions 
and their measurement methods, setting 
maximum levels for ingredients that 
increase toxicity, addictiveness or 
attractiveness,  the use of health 
warnings, unique identifiers and security 
features in the labelling and packaging, 
defining key elements for contracts on 
data storage with independent third 
parties, reviewing certain exemptions 
granted to tobacco products other than 
cigarettes, roll-your-own tobacco and 
smokeless tobacco products and reviewing 
the nicotine levels for nicotine containing 
products. It is of particular importance that 
the Commission carries out appropriate 
consultations during its preparatory work, 
including at expert level. The Commission, 
when preparing and drawing up delegated 
acts, should ensure a simultaneous, timely 
and appropriate transmission of relevant 
documents to the European Parliament and 
Council.

(38) In order to make this Directive fully 
operational and to keep up with technical, 
scientific and international developments 
in tobacco manufacture, consumption and 
regulation, the power to adopt acts in 
accordance with Article 290 of the Treaty 
on the Functioning of the European Union 
should be delegated to the Commission, in 
particular in respect of adopting 
measurement methods and setting 
maximum levels for ingredients that 
increase toxicity or addictiveness. It is of 
particular importance that the Commission 
carries out appropriate consultations during 
its preparatory work, including at expert 
level. The Commission, when preparing 
and drawing up delegated acts, should 
ensure a simultaneous, timely and 
appropriate transmission of relevant 
documents to the European Parliament and 
Council. .

Or. cs

Amendment 219
Holger Krahmer

Proposal for a directive
Recital 38
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Text proposed by the Commission Amendment

(38) In order to make this Directive fully 
operational and to keep up with technical, 
scientific and international developments 
in tobacco manufacture, consumption and 
regulation, the power to adopt acts in 
accordance with Article 290 of the Treaty 
on the Functioning of the European Union 
should be delegated to the Commission, in 
particular in respect of adopting and 
adapting maximum yields for emissions 
and their measurement methods, setting 
maximum levels for ingredients that 
increase toxicity, addictiveness or 
attractiveness, the use of health warnings, 
unique identifiers and security features in 
the labelling and packaging, defining key 
elements for contracts on data storage 
with independent third parties, reviewing 
certain exemptions granted to tobacco 
products other than cigarettes, roll-your-
own tobacco and smokeless tobacco 
products and reviewing the nicotine levels 
for nicotine containing products. It is of 
particular importance that the Commission 
carries out appropriate consultations during 
its preparatory work, including at expert 
level. The Commission, when preparing 
and drawing up delegated acts, should 
ensure a simultaneous, timely and 
appropriate transmission of relevant 
documents to the European Parliament and 
Council.

(38) In order to make this Directive fully 
operational and to keep up with technical, 
scientific and international developments 
in tobacco manufacture, consumption and 
regulation, the power to adopt acts in 
accordance with Article 290 of the Treaty 
on the Functioning of the European Union 
may be delegated to the Commission. It is 
of particular importance that the 
Commission carries out appropriate 
consultations during its preparatory work, 
including at expert level. The Commission, 
when preparing and drawing up delegated 
acts, should ensure a simultaneous, timely 
and appropriate transmission of relevant 
documents to the European Parliament and 
Council.

Or. de

Justification

It is too early to already refer to specific elements in the field of delegated acts. The use of 
general terms avoids having to make future changes to the recitals.

Amendment 220
Eleni Theocharous
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Proposal for a directive
Recital 38

Text proposed by the Commission Amendment

(38) In order to make this Directive fully 
operational and to keep up with technical, 
scientific and international developments 
in tobacco manufacture, consumption and 
regulation, the power to adopt acts in 
accordance with Article 290 of the Treaty 
on the Functioning of the European Union 
should be delegated to the Commission, in 
particular in respect of adopting and 
adapting maximum yields for emissions 
and their measurement methods, setting 
maximum levels for ingredients that 
increase toxicity, addictiveness or 
attractiveness, , the use of health warnings, 
unique identifiers and security features in 
the labelling and packaging, defining key 
elements for contracts on data storage with 
independent third parties, reviewing certain 
exemptions granted to tobacco products 
other than cigarettes, roll-your-own 
tobacco and smokeless tobacco products 
and reviewing the nicotine levels for 
nicotine containing products. It is of 
particular importance that the Commission 
carries out appropriate consultations during 
its preparatory work, including at expert 
level. The Commission, when preparing 
and drawing up delegated acts, should 
ensure a simultaneous, timely and 
appropriate transmission of relevant 
documents to the European Parliament and 
Council.

(38) In order to make this Directive fully 
operational and to keep up with technical, 
scientific and international developments 
in tobacco manufacture, consumption and 
regulation, the power to adopt acts in 
accordance with Article 290 of the Treaty 
on the Functioning of the European Union 
should be delegated to the Commission, in 
particular in respect of adopting the 
measurement methods for emissions , 
setting maximum levels for ingredients that 
increase toxicity or addictiveness, the use 
of health warnings, unique identifiers and 
security features in the labelling and 
packaging, defining key elements for 
contracts on data storage with independent 
third parties, reviewing certain exemptions 
granted to tobacco products other than 
cigarettes, roll-your-own tobacco and 
smokeless tobacco products and reviewing 
the nicotine levels for nicotine containing 
products. It is of particular importance that 
the Commission carries out appropriate 
consultations during its preparatory work, 
including at expert level. The Commission, 
when preparing and drawing up delegated 
acts, should ensure a simultaneous, timely 
and appropriate transmission of relevant 
documents to the European Parliament and 
Council.

Or. en

Amendment 221
Sergej Kozlík

Proposal for a directive
Recital 38
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Text proposed by the Commission Amendment

(38) In order to make this Directive fully 
operational and to keep up with technical, 
scientific and international developments 
in tobacco manufacture, consumption and 
regulation, the power to adopt acts in 
accordance with Article 290 of the Treaty 
on the Functioning of the European Union 
should be delegated to the Commission, in 
particular in respect of adopting and 
adapting maximum yields for emissions 
and their measurement methods, setting 
maximum levels for ingredients that 
increase toxicity, addictiveness or 
attractiveness, , the use of health warnings, 
unique identifiers and security features in 
the labelling and packaging, defining key 
elements for contracts on data storage with 
independent third parties, reviewing certain 
exemptions granted to tobacco products 
other than cigarettes, roll-your-own 
tobacco and smokeless tobacco products 
and reviewing the nicotine levels for 
nicotine containing products. It is of 
particular importance that the Commission 
carries out appropriate consultations during 
its preparatory work, including at expert 
level. The Commission, when preparing 
and drawing up delegated acts, should 
ensure a simultaneous, timely and 
appropriate transmission of relevant 
documents to the European Parliament and 
Council.

(38) In order to make this Directive fully 
operational and to keep up with technical, 
scientific and international developments 
in tobacco manufacture, consumption and 
regulation, the power to adopt acts in 
accordance with Article 290 of the Treaty 
on the Functioning of the European Union 
should be delegated to the Commission, in 
particular in respect of adopting the 
measurement methods for emissions, 
setting maximum levels for ingredients that 
increase toxicity or addictiveness, the use 
of health warnings, unique identifiers and 
security features in the labelling and 
packaging, defining key elements for 
contracts on data storage with independent 
third parties, reviewing certain exemptions 
granted to tobacco products other than 
cigarettes, roll-your-own tobacco and 
smokeless tobacco products and reviewing 
the nicotine levels for nicotine containing 
products. It is of particular importance that 
the Commission carries out appropriate 
consultations during its preparatory work, 
including at expert level. The Commission, 
when preparing and drawing up delegated 
acts, should ensure a simultaneous, timely 
and appropriate transmission of relevant 
documents to the European Parliament and 
Council.

Or. en

Amendment 222
Antonyia Parvanova

Proposal for a directive
Recital 38
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Text proposed by the Commission Amendment

(38) In order to make this Directive fully 
operational and to keep up with technical, 
scientific and international developments 
in tobacco manufacture, consumption and 
regulation, the power to adopt acts in 
accordance with Article 290 of the Treaty 
on the Functioning of the European Union 
should be delegated to the Commission, in 
particular in respect of adopting and 
adapting maximum yields for emissions 
and their measurement methods, setting 
maximum levels for ingredients that 
increase toxicity, addictiveness or 
attractiveness, , the use of health warnings, 
unique identifiers and security features in 
the labelling and packaging, defining key 
elements for contracts on data storage with 
independent third parties, reviewing 
certain exemptions granted to tobacco 
products other than cigarettes, roll-your-
own tobacco and smokeless tobacco 
products and reviewing the nicotine levels 
for nicotine containing products. It is of 
particular importance that the Commission 
carries out appropriate consultations during 
its preparatory work, including at expert 
level. The Commission, when preparing 
and drawing up delegated acts, should 
ensure a simultaneous, timely and 
appropriate transmission of relevant 
documents to the European Parliament and 
Council.

(38) In order to make this Directive fully 
operational and to keep up with technical, 
scientific and international developments 
in tobacco manufacture, consumption and 
regulation, the power to adopt acts in 
accordance with Article 290 of the Treaty 
on the Functioning of the European Union 
should be delegated to the Commission, in 
particular in respect of adopting and 
adapting maximum yields for emissions 
and their measurement methods, setting 
maximum levels for ingredients that 
increase toxicity, addictiveness or 
attractiveness, , the use of health warnings, 
unique identifiers and security features in 
the labelling and packaging, defining key 
elements for contracts on data storage with 
independent third parties, reviewing the 
nicotine levels for nicotine containing 
products. It is of particular importance that 
the Commission carries out appropriate 
consultations during its preparatory work, 
including at expert level. The Commission, 
when preparing and drawing up delegated 
acts, should ensure a simultaneous, timely 
and appropriate transmission of relevant 
documents to the European Parliament and 
Council.

Or. en

Amendment 223
Ewald Stadler

Proposal for a directive
Recital 38



AM\935755EN.doc 53/70 PE510.712v01-00

EN

Text proposed by the Commission Amendment

(38) In order to make this Directive fully 
operational and to keep up with technical, 
scientific and international developments 
in tobacco manufacture, consumption and 
regulation, the power to adopt acts in 
accordance with Article 290 of the Treaty 
on the Functioning of the European Union 
should be delegated to the Commission, in 
particular in respect of adopting and 
adapting maximum yields for emissions 
and their measurement methods, setting 
maximum levels for ingredients that 
increase toxicity, addictiveness or 
attractiveness, the use of health warnings, 
unique identifiers and security features in 
the labelling and packaging, defining key 
elements for contracts on data storage with 
independent third parties, reviewing certain 
exemptions granted to tobacco products 
other than cigarettes, roll-your-own 
tobacco and smokeless tobacco products 
and reviewing the nicotine levels for 
nicotine containing products. It is of 
particular importance that the Commission 
carries out appropriate consultations during 
its preparatory work, including at expert 
level. The Commission, when preparing 
and drawing up delegated acts, should 
ensure a simultaneous, timely and 
appropriate transmission of relevant 
documents to the European Parliament and 
Council.

(38) In order to make this Directive fully 
operational and to keep up with technical, 
scientific and international developments 
in tobacco manufacture, consumption and 
regulation, the power to adopt acts in 
accordance with Article 290 of the Treaty 
on the Functioning of the European Union 
should be delegated to the Commission, in 
particular in respect of adopting 
measurement methods for emissions, 
setting maximum levels for ingredients that 
increase toxicity or addictiveness, the use 
of health warnings, unique identifiers and 
security features in the labelling and 
packaging, defining key elements for 
contracts on data storage with independent 
third parties, reviewing certain exemptions 
granted to tobacco products other than 
cigarettes, roll-your-own tobacco and 
smokeless tobacco products and reviewing 
the nicotine levels for nicotine containing 
products. It is of particular importance that 
the Commission carries out appropriate 
consultations during its preparatory work, 
including at expert level. The Commission, 
when preparing and drawing up delegated 
acts, should ensure a simultaneous, timely 
and appropriate transmission of relevant 
documents to the European Parliament and 
Council.

Or. de

Amendment 224
Claudiu Ciprian Tănăsescu, Minodora Cliveti

Proposal for a directive
Recital 38
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Text proposed by the Commission Amendment

(38) In order to make this Directive fully 
operational and to keep up with technical, 
scientific and international developments 
in tobacco manufacture, consumption and 
regulation, the power to adopt acts in 
accordance with Article 290 of the Treaty 
on the Functioning of the European Union 
should be delegated to the Commission, in 
particular in respect of adopting and 
adapting maximum yields for emissions 
and their measurement methods, setting 
maximum levels for ingredients that 
increase toxicity, addictiveness or 
attractiveness, , the use of health warnings, 
unique identifiers and security features in 
the labelling and packaging, defining key 
elements for contracts on data storage with 
independent third parties, reviewing certain 
exemptions granted to tobacco products 
other than cigarettes, roll-your-own 
tobacco and smokeless tobacco products 
and reviewing the nicotine levels for 
nicotine containing products. It is of 
particular importance that the Commission 
carries out appropriate consultations during 
its preparatory work, including at expert 
level. The Commission, when preparing 
and drawing up delegated acts, should 
ensure a simultaneous, timely and 
appropriate transmission of relevant 
documents to the European Parliament and 
Council.

(38) In order to make this Directive fully 
operational and to keep up with technical,
scientific and international developments 
in tobacco manufacture, consumption and 
regulation, the power to adopt acts in 
accordance with Article 290 of the Treaty 
on the Functioning of the European Union 
should be delegated to the Commission, in 
particular in respect of adopting and 
adapting maximum yields for emissions 
and their measurement methods, setting 
maximum levels for ingredients that 
increase toxicity, addictiveness or 
attractiveness, , the use of health warnings, 
unique identifiers and security features in 
the labelling and packaging, defining key 
elements for contracts on data storage with 
independent third parties, reviewing certain 
exemptions granted to tobacco products 
other than cigarettes, roll-your-own 
tobacco, tobacco for water pipes and 
smokeless tobacco products and reviewing 
the nicotine levels for nicotine containing 
products. It is of particular importance that 
the Commission carries out appropriate 
consultations during its preparatory work, 
including at expert level. The Commission, 
when preparing and drawing up delegated 
acts, should ensure a simultaneous, timely 
and appropriate transmission of relevant 
documents to the European Parliament and 
Council.

Or. ro

Amendment 225
Andrés Perelló Rodríguez

Proposal for a directive
Recital 38

Text proposed by the Commission Amendment

(38) In order to make this Directive fully 
operational and to keep up with technical, 

(38) In order to make this Directive fully 
operational and to keep up with technical, 
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scientific and international developments 
in tobacco manufacture, consumption and 
regulation, the power to adopt acts in 
accordance with Article 290 of the Treaty 
on the Functioning of the European Union 
should be delegated to the Commission, in 
particular in respect of adopting and 
adapting maximum yields for emissions 
and their measurement methods, setting 
maximum levels for ingredients that 
increase toxicity, addictiveness or 
attractiveness, , the use of health warnings, 
unique identifiers and security features in 
the labelling and packaging, defining key 
elements for contracts on data storage with 
independent third parties, reviewing certain 
exemptions granted to tobacco products 
other than cigarettes, roll-your-own 
tobacco and smokeless tobacco products 
and reviewing the nicotine levels for 
nicotine containing products. It is of 
particular importance that the Commission 
carries out appropriate consultations during 
its preparatory work, including at expert 
level. The Commission, when preparing 
and drawing up delegated acts, should 
ensure a simultaneous, timely and 
appropriate transmission of relevant 
documents to the European Parliament and 
Council.

scientific and international developments 
in tobacco manufacture, consumption and 
regulation, the power to adopt acts in 
accordance with Article 290 of the Treaty 
on the Functioning of the European Union 
should be delegated to the Commission, in 
particular in respect of adopting and 
adapting methods of measuring emissions 
and their measurement methods, setting 
maximum levels for ingredients that 
increase toxicity, addictiveness or 
attractiveness, , the use of health warnings, 
unique identifiers and security features in 
the labelling and packaging, defining key 
elements for contracts on data storage with 
independent third parties, reviewing certain 
exemptions granted to tobacco products 
other than cigarettes, roll-your-own 
tobacco and smokeless tobacco products 
and reviewing the nicotine levels for 
nicotine containing products. It is of 
particular importance that the Commission 
carries out appropriate consultations during 
its preparatory work, including at expert 
level. The Commission, when preparing 
and drawing up delegated acts, should 
ensure a simultaneous, timely and 
appropriate transmission of relevant 
documents to the European Parliament and 
Council.

Or. es

Justification

The adaptation of maximum yields for emissions cannot be seen as just a technical aspect 
which can be resolved through legislative acts

Amendment 226
Giancarlo Scottà, Oreste Rossi, Matteo Salvini, Francesco Enrico Speroni,
Claudio Morganti, Lorenzo Fontana

Proposal for a directive
Recital 38
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Text proposed by the Commission Amendment

(38) In order to make this Directive fully 
operational and to keep up with technical, 
scientific and international developments 
in tobacco manufacture, consumption and 
regulation, the power to adopt acts in 
accordance with Article 290 of the Treaty 
on the Functioning of the European Union 
should be delegated to the Commission, in 
particular in respect of adopting and
adapting maximum yields for emissions 
and their measurement methods, setting 
maximum levels for ingredients that 
increase toxicity, addictiveness or 
attractiveness, the use of health warnings, 
unique identifiers and security features in 
the labelling and packaging, defining key 
elements for contracts on data storage with 
independent third parties, reviewing certain 
exemptions granted to tobacco products 
other than cigarettes, roll-your-own 
tobacco and smokeless tobacco products 
and reviewing the nicotine levels for 
nicotine containing products. It is of 
particular importance that the Commission 
carries out appropriate consultations during 
its preparatory work, including at expert 
level. The Commission, when preparing
and drawing up delegated acts, should 
ensure a simultaneous, timely and 
appropriate transmission of relevant 
documents to the European Parliament and 
Council.

(38) In order to make this Directive fully 
operational and to keep up with technical, 
scientific and international developments 
in tobacco manufacture, consumption and 
regulation, the power to adopt acts in 
accordance with Article 290 of the Treaty 
on the Functioning of the European Union 
should be delegated to the Commission, in 
particular in respect of adapting maximum 
yields for emissions and their measurement 
methods, setting maximum levels for 
ingredients that increase toxicity, 
addictiveness or attractiveness, the 
methodology for determining whether a 
tobacco product has characterising 
flavour, the use of health warnings, unique 
identifiers and security features in the 
labelling and packaging, defining key 
elements for contracts on data storage with 
independent third parties, and reviewing 
certain exemptions granted to tobacco 
products other than cigarettes, roll-your-
own tobacco and smokeless tobacco 
products. It is of particular importance that 
the Commission carries out appropriate 
consultations during its preparatory work, 
including at expert level. The Commission, 
when preparing and drawing up delegated 
acts, should ensure a simultaneous, timely 
and appropriate transmission of relevant 
documents to the European Parliament and 
the Council.

Or. it

(See amendments to Article 3, Article 6(2), second subparagraph, and Article 18.)

Amendment 227
Sari Essayah

Proposal for a directive
Recital 39 a (new)
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Text proposed by the Commission Amendment

(39a) The Directive should have the 
purpose of reducing smoking, and the aim 
should be ultimately to be able to put an 
end to smoking entirely, bearing in mind 
the huge and needless losses to public 
health and the economy.

Or. fi

Amendment 228
Georgios Koumoutsakos

Proposal for a directive
Recital 40

Text proposed by the Commission Amendment

(40) A Member State that deems it 
necessary to maintain more stringent 
national provisions for aspects falling 
inside the scope of this Directive should 
be allowed to do so, for all products alike, 
on grounds of overriding needs relating to 
the protection of public health. A Member 
State should also be allowed to introduce 
more stringent provisions, applying to all 
products alike, on grounds relating to the 
specific situation of this Member State 
and provided the provisions are justified 
by the need to protect public health. More 
stringent national provisions should be
necessary and proportionate, not constitute 
a means of arbitrary discrimination or a 
disguised restriction on trade between 
Member States. Stricter national 
provisions require prior notification to, 
and approval from, the Commission 
taking into account the high level of 
health protection achieved through this 
Directive.

(40) A Member State may also introduce 
more stringent provisions, provided the 
provisions are justified by the need to 
protect public health, in accordance with 
the principle of subsidiarity, and are 
necessary and proportionate and do not 
constitute a means of arbitrary 
discrimination or a disguised restriction on 
trade between Member States and do not 
distort competition. 

Or. el
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Justification

The Directive aims to harmonise the market in tobacco products rather than to fragment it. It 
should also be emphasised that the protection of public health is a national responsibility.

Amendment 229
Milan Cabrnoch

Proposal for a directive
Recital 40

Text proposed by the Commission Amendment

(40) A Member State that deems it 
necessary to maintain more stringent 
national provisions for aspects falling 
inside the scope of this Directive should be 
allowed to do so, for all products alike, on 
grounds of overriding needs relating to the 
protection of public health. A Member 
State should also be allowed to introduce 
more stringent provisions, applying to all 
products alike, on grounds relating to the 
specific situation of this Member State and 
provided the provisions are justified by the 
need to protect public health. More 
stringent national provisions should be 
necessary and proportionate, not constitute 
a means of arbitrary discrimination or a 
disguised restriction on trade between 
Member States. Stricter national provisions 
require prior notification to, and approval 
from, the Commission taking into account 
the high level of health protection achieved 
through this Directive.

(40) A Member State that deems it 
necessary to maintain more stringent 
national provisions for aspects falling 
inside the scope of this Directive should be 
allowed to do so for products 
manufactured or sold in that Member 
State on grounds of overriding needs 
relating to the protection of public health. 
A Member State should also be allowed to 
introduce more stringent provisions, 
applying to all products alike, on grounds 
relating to the specific situation of this 
Member State and provided the provisions 
are justified by the need to protect public 
health. More stringent national provisions 
should be necessary and proportionate, not 
constitute a means of arbitrary
discrimination or a disguised restriction on 
trade between Member States. Stricter 
national provisions require prior 
notification to, and approval from, the 
Commission taking into account the high 
level of health protection achieved through 
this Directive.

Or. cs

Amendment 230
Martin Callanan

Proposal for a directive
Recital 40
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Text proposed by the Commission Amendment

(40) A Member State that deems it 
necessary to maintain more stringent 
national provisions for aspects falling 
inside the scope of this Directive should be 
allowed to do so, for all products alike, on 
grounds of overriding needs relating to the 
protection of public health. A Member 
State should also be allowed to introduce 
more stringent provisions, applying to all 
products alike, on grounds relating to the 
specific situation of this Member State and 
provided the provisions are justified by the 
need to protect public health. More 
stringent national provisions should be 
necessary and proportionate, not constitute 
a means of arbitrary discrimination or a 
disguised restriction on trade between 
Member States. Stricter national provisions 
require prior notification to, and approval 
from, the Commission taking into account 
the high level of health protection achieved 
through this Directive.

(40) A Member State that deems it 
necessary to maintain more stringent 
national provisions for aspects falling 
inside the scope of this Directive should be 
allowed to do so, for all products alike, on 
grounds of overriding needs relating to the 
protection of public health. A Member 
State should also be allowed to introduce 
more stringent provisions, applying to all 
products alike, on grounds relating to the 
specific situation of this Member State and 
provided the provisions are justified by the 
need to protect public health. More 
stringent national provisions should be 
necessary and proportionate, not constitute
a means of arbitrary discrimination or a 
disguised restriction on trade between 
Member States. Stricter national provisions 
require prior notification to the 
Commission taking into account the high 
level of health protection achieved through 
this Directive.

Or. en

Justification

The Commission’s power to approve or reject future domestic action is inappropriate as the 
compatibility of national measures with EU law is for the courts to determine.

Amendment 231
Ewald Stadler

Proposal for a directive
Recital 40

Text proposed by the Commission Amendment

(40) A Member State that deems it 
necessary to maintain more stringent 
national provisions for aspects falling 
inside the scope of this Directive should be 
allowed to do so, for all products alike, on 

(40) A Member State that deems it 
necessary to maintain more stringent 
national provisions for aspects falling 
inside the scope of this Directive should be 
allowed to do so, for all products alike, on 
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grounds of overriding needs relating to the 
protection of public health. A Member 
State should also be allowed to introduce 
more stringent provisions, applying to all 
products alike, on grounds relating to the 
specific situation of this Member State and 
provided the provisions are justified by the 
need to protect public health. More 
stringent national provisions should be 
necessary and proportionate, not constitute 
a means of arbitrary discrimination or a 
disguised restriction on trade between 
Member States. Stricter national provisions 
require prior notification to, and approval 
from, the Commission taking into account 
the high level of health protection achieved 
through this Directive.

grounds of overriding needs relating to the 
protection of public health. A Member 
State should also be allowed to introduce 
more stringent provisions, applying to all 
products alike, on grounds relating to the 
specific situation of this Member State and 
provided the provisions are justified by the 
need to protect public health. More 
stringent national provisions should be 
necessary and proportionate, not constitute 
a means of arbitrary discrimination or a 
disguised restriction on trade between 
Member States. Stricter national provisions 
require prior notification to, and approval 
from, the Commission taking into account 
the high level of health protection achieved 
through this Directive. One example of a 
means of arbitrary discrimination is the 
rule that the surface covered by warnings 
be raised to over 60%. The aim of this 
Directive is to introduce uniform 
packaging and labelling requirements, so 
strict criteria must be applied regarding 
the leeway for Member States to adopt 
standards that diverge considerably from 
the rules established in this Directive.

Or. de

Amendment 232
Renate Sommer

Proposal for a directive
Recital 40

Text proposed by the Commission Amendment

(40) A Member State that deems it 
necessary to maintain more stringent 
national provisions for aspects falling 
inside the scope of this Directive should be 
allowed to do so, for all products alike, on 
grounds of overriding needs relating to the 
protection of public health. A Member 
State should also be allowed to introduce 
more stringent provisions, applying to all 

(40) A Member State that deems it 
necessary to maintain more stringent 
national provisions for aspects falling 
inside the scope of this Directive should be 
allowed to do so, for all products alike, on 
grounds of overriding needs relating to the 
protection of public health. A Member 
State should also be allowed to introduce 
more stringent provisions, applying to all 
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products alike, on grounds relating to the 
specific situation of this Member State and 
provided the provisions are justified by the 
need to protect public health. More 
stringent national provisions should be 
necessary and proportionate, not constitute 
a means of arbitrary discrimination or a
disguised restriction on trade between 
Member States. Stricter national provisions 
require prior notification to, and approval 
from, the Commission taking into account 
the high level of health protection achieved 
through this Directive.

products alike, on grounds relating to the 
specific situation of this Member State and 
provided the provisions are justified by the 
need to protect public health. More 
stringent national provisions should be 
necessary and proportionate, not constitute 
a means of arbitrary discrimination or a 
disguised restriction on trade between 
Member States. Stricter national provisions 
require prior notification to the 
Commission and may be approved, taking 
into account the high level of health 
protection achieved through this Directive 
and the principles and requirements of 
the common internal market.

Or. de

Amendment 233
Maria do Céu Patrão Neves, José Manuel Fernandes

Proposal for a directive
Recital 40 A (new)

Text proposed by the Commission Amendment

(40a) Any Member State which considers 
it necessary to maintain and/or introduce 
national and/or regional measures to 
maintain traditional tobacco plantations, 
for justified reasons of socioeconomic 
dependence and land use, should be 
authorised to do so. 

Or. pt

Amendment 234
Renate Sommer

Proposal for a directive
Recital 41

Text proposed by the Commission Amendment

(41) Member States should remain free to 
maintain or introduce national 

deleted



PE510.712v01-00 62/70 AM\935755EN.doc

EN

legislations applying to all products alike 
for aspects falling outside the scope of this 
Directive, provided they are compatible 
with the Treaty and do not jeopardise the 
full application of this Directive. 
Accordingly, Member States could, for 
instance, maintain or introduce provisions 
providing standardisation of packaging of 
tobacco products provided that those 
provisions are compatible with the Treaty, 
with WTO obligations and do not affect 
the full application of this Directive. A 
prior notification is required for technical 
regulations pursuant to Directive 
98/34/EC of the European Parliament 
and of the Council of 22 June 1998 laying 
down a procedure for the provision of 
information in the field of technical 
standards and regulations and on rules on 
Information Society services.

Or. de

Amendment 235
Holger Krahmer

Proposal for a directive
Recital 41

Text proposed by the Commission Amendment

(41) Member States should remain free to 
maintain or introduce national 
legislations applying to all products alike 
for aspects falling outside the scope of this 
Directive, provided they are compatible 
with the Treaty and do not jeopardise the 
full application of this Directive. 
Accordingly, Member States could, for 
instance, maintain or introduce provisions
providing standardisation of packaging of 
tobacco products provided that those 
provisions are compatible with the Treaty, 
with WTO obligations and do not affect 
the full application of this Directive. A 
prior notification is required for technical 

(41) Member States should be able to 
introduce more stringent provisions for 
tobacco products, which they deem 
necessary to protect public health, 
provided that those provisions do not fall 
within the scope of the provisions of this 
Directive. If tobacco products or related 
products fulfil the requirements of this 
Directive, Member States may neither 
prohibit nor restrict the import, sale or 
consumption of such products.
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regulations pursuant to Directive 
98/34/EC of the European Parliament 
and of the Council of 22 June 1998 laying 
down a procedure for the provision of 
information in the field of technical 
standards and regulations and on rules on 
Information Society services.

Or. de

Amendment 236
Glenis Willmott, Andrés Perelló Rodríguez, Carl Schlyter, Nessa Childers, Catherine 
Stihler, Antonyia Parvanova

Proposal for a directive
Recital 41

Text proposed by the Commission Amendment

(41) Member States should remain free to 
maintain or introduce national legislations 
applying to all products alike for aspects 
falling outside the scope of this Directive, 
provided they are compatible with the 
Treaty and do not jeopardise the full 
application of this Directive. Accordingly, 
Member States could, for instance, 
maintain or introduce provisions 
providing standardisation of packaging of 
tobacco products provided that those 
provisions are compatible with the Treaty, 
with WTO obligations and do not affect 
the full application of this Directive. A 
prior notification is required for technical 
regulations pursuant to Directive 98/34/EC 
of the European Parliament and of the 
Council of 22 June 1998 laying down a 
procedure for the provision of information 
in the field of technical standards and 
regulations and on rules on Information 
Society services .

(41) Member States should remain free to 
maintain or introduce national legislations 
applying to all products alike for aspects 
falling outside the scope of this Directive, 
provided they are compatible with the 
Treaty and do not jeopardise the full 
application of this Directive. A prior 
notification is required for technical 
regulations pursuant to Directive 98/34/EC 
of the European Parliament and of the 
Council of 22 June 1998 laying down a 
procedure for the provision of information 
in the field of technical standards and 
regulations and on rules on Information 
Society services .

(If corresponding amendments introducing 
standardised packaging are not adopted, 
this amendment should fall.)
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Or. en

Justification

Standardised packaging should be introduced as mandatory as outlined in other amendments 
by the same authors.

Amendment 237
Georgios Koumoutsakos

Proposal for a directive
Recital 41

Text proposed by the Commission Amendment

(41) Member States should remain free to 
maintain or introduce national legislations 
applying to all products alike for aspects 
falling outside the scope of this Directive, 
provided they are compatible with the 
Treaty and do not jeopardise the full 
application of this Directive. Accordingly, 
Member States could, for instance,
maintain or introduce provisions providing 
standardisation of packaging of tobacco 
products provided that those provisions are 
compatible with the Treaty, with WTO 
obligations and do not affect the full 
application of this Directive. A prior 
notification is required for technical 
regulations pursuant to Directive 98/34/EC 
of the European Parliament and of the 
Council of 22 June 1998 laying down a 
procedure for the provision of information 
in the field of technical standards and 
regulations and on rules on Information 
Society services.

(41) Member States should remain free to 
maintain or introduce national legislations 
applying to all products alike for aspects 
falling outside the scope of this Directive, 
provided they are compatible with the 
Treaty and do not jeopardise the full 
application of this Directive. Accordingly, 
Member States could maintain or introduce 
further provisions, provided that those 
provisions are compatible with the Treaty, 
with WTO obligations and do not affect the 
full application of this Directive. A prior 
notification is required for technical 
regulations pursuant to Directive 98/34/EC 
of the European Parliament and of the 
Council of 22 June 1998 laying down a 
procedure for the provision of information 
in the field of technical standards and 
regulations and on rules on Information 
Society services.

Or. el

Amendment 238
Sari Essayah

Proposal for a directive
Recital 41
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Text proposed by the Commission Amendment

(41) Member States should remain free to 
maintain or introduce national legislations 
applying to all products alike for aspects 
falling outside the scope of this Directive, 
provided they are compatible with the 
Treaty and do not jeopardise the full 
application of this Directive. Accordingly, 
Member States could, for instance, 
maintain or introduce provisions providing 
standardisation of packaging of tobacco 
products provided that those provisions are 
compatible with the Treaty, with WTO 
obligations and do not affect the full 
application of this Directive. A prior 
notification is required for technical 
regulations pursuant to Directive 98/34/EC 
of the European Parliament and of the 
Council of 22 June 1998 laying down a 
procedure for the provision of information 
in the field of technical standards and 
regulations and on rules on Information 
Society services.

(41) Member States should remain free to 
maintain or introduce national legislations 
applying to all products alike for aspects 
falling outside the scope of this Directive, 
provided they are compatible with the 
Treaty and do not jeopardise the full 
application of this Directive. Accordingly, 
Member States could, for instance, 
maintain or introduce provisions providing 
standardisation of packaging of tobacco 
products provided that those provisions are 
compatible with the Treaty, with WTO 
obligations and do not affect the full 
application of this Directive. Special 
attention should be devoted to 
implementation of the compulsory 
pictorial and textual warnings provided 
for in this Directive, and of other 
harmonisation rules, for example 
concerning cocoa. A prior notification is 
required for technical regulations pursuant 
to Directive 98/34/EC of the European 
Parliament and of the Council of 22 June 
1998 laying down a procedure for the 
provision of information in the field of 
technical standards and regulations and on 
rules on Information Society services.

Or. fi

Amendment 239
Ewald Stadler

Proposal for a directive
Recital 41 a (new)

Text proposed by the Commission Amendment

(41a) If tobacco products or similar 
products comply with the requirements of 
this Directive, Member States may not 
prohibit or unreasonably restrict the 
import, sale or consumption of these 
products. Manufacturers must retain the 
safeguard of a certain minimum level of 
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legal certainty.

Or. de

Amendment 240
Sophie Auconie, Gaston Franco, Jean-Pierre Audy

Proposal for a directive
Recital 41 a (new)

Text proposed by the Commission Amendment

(41a) Member States shall supplement the 
legal provisions of this Directive with any 
measures to protect the health of 
European citizens. The gradual 
harmonisation of the taxation of tobacco 
products in the Union and information 
campaigns in the media and for young 
people in educational institutions are two 
essential tools in protecting young people 
against the dangers of smoking.

Or. fr

Amendment 241
Ewald Stadler

Proposal for a directive
Recital 42

Text proposed by the Commission Amendment

(42) Member States should ensure that 
personal data are only processed in 
accordance with the rules and safeguards 
laid down in Directive 95/46/EC of the 
European Parliament and of the Council of 
24 October 1995 on the protection of 
individuals with regard to the processing of 
personal data and on the free movement of 
such data.

(42) Member States should ensure that 
personal data are only processed in 
accordance with the rules and safeguards 
laid down in Directive 95/46/EC of the 
European Parliament and of the Council of 
24 October 1995 on the protection of 
individuals with regard to the processing of 
personal data and on the free movement of 
such data. National data protection 
provisions must also be taken into 
account.

Or. de
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Amendment 242
María Auxiliadora Correa Zamora, Esther Herranz García

Proposal for a directive
Recital 43 a (new)

Text proposed by the Commission Amendment

(43a) This Directive should not lead to 
any deterioration in the living conditions 
of people whose livelihoods depend on 
tobacco-growing in Europe and who often 
live in disadvantaged areas. Given that the 
aim of the Directive is solely to discourage 
consumption of tobacco products, any 
decisions concerning ingredients and 
additives should take due account of the 
possible socioeconomic repercussions for 
groups whose livelihoods depend on 
tobacco growing. The European tobacco-
growing sector should be protected 
because it accounts for only a very small 
proportion of consumption in the EU and, 
at the same time, contributes to the 
economic stability of certain European 
regions where the range of alternative 
crops is limited. A decrease in or an end 
to tobacco growing in the EU would have 
no impact on consumption levels, but 
would lead to an increase in imports from 
third countries and a reduction in quality 
standards.

Or. es

Amendment 243
Renate Sommer, Monika Hohlmeier

Proposal for a directive
Recital 45

Text proposed by the Commission Amendment

(45) The proposal affects several (45) The proposal affects several 
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fundamental rights as laid down in the 
Charter of Fundamental Rights of the 
European Union, notably the protection of 
personal data (Article 8), the freedom of 
expression and information (Article 11), 
freedom of economic operators to conduct 
business (Article 16), and the right to 
property (Article 17). The obligations 
imposed on manufacturers, importers and 
distributors of tobacco products are 
necessary to improve the functioning of 
the internal market while ensuring a high 
level of health and consumer protection as 
set out in Articles 35 and 38 of the 
Charter of Fundamental Rights of the 
European Union. The application of this 
Directive should respect the EU law and 
relevant international obligations.

fundamental rights as laid down in the 
Charter of Fundamental Rights of the 
European Union, notably the protection of 
personal data (Article 8), the freedom of 
expression and information (Article 11), 
freedom of economic operators to conduct 
business (Article 16), and the right to 
property for trademark holders (Article 
17). It is therefore necessary to ensure 
that the obligations imposed on 
manufacturers, importers and distributors 
of tobacco products not only guarantee a 
high level of health and consumer 
protection, but also protect all other 
fundamental rights and are proportionate 
with respect to the functioning of the 
internal market. The application of this 
Directive should respect the EU law and 
relevant international obligations.

Or. de

Amendment 244
Ewald Stadler

Proposal for a directive
Recital 45

Text proposed by the Commission Amendment

(45) The proposal affects several 
fundamental rights as laid down in the 
Charter of Fundamental Rights of the 
European Union, notably the protection of 
personal data (Article 8), the freedom of 
expression and information (Article 11), 
freedom of economic operators to conduct 
business (Article 16), and the right to 
property (Article 17). The obligations 
imposed on manufacturers, importers and 
distributors of tobacco products are 
necessary to improve the functioning of 
the internal market while ensuring a high 
level of health and consumer protection 
as set out in Articles 35 and 38 of the 
Charter of Fundamental Rights of the 

(45) The proposal affects several 
fundamental rights as laid down in the 
Charter of Fundamental Rights of the 
European Union, notably the protection of 
personal data (Article 8), the freedom of 
expression and information (Article 11), 
freedom of economic operators to conduct 
business (Article 16), and the right to 
property (Article 17).
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European Union. The application of this 
Directive should respect the EU law and 
relevant international obligations.

Or. de

Justification

The meddling in trademark rights contained in the Commission proposal is not in any way 
required to improve the functioning of the internal market.

Amendment 245
Toine Manders, Karl-Heinz Florenz, Frédérique Ries

Proposal for a directive
Recital 45

Text proposed by the Commission Amendment

(45) The proposal affects several 
fundamental rights as laid down in the 
Charter of Fundamental Rights of the 
European Union, notably the protection of 
personal data (Article 8), the freedom of 
expression and information (Article 11), 
freedom of economic operators to conduct 
business (Article 16), and the right to 
property (Article 17). The obligations 
imposed on manufacturers, importers and 
distributors of tobacco products are 
necessary to improve the functioning of the 
internal market while ensuring a high level 
of health and consumer protection as set 
out in Articles 35 and 38 of the Charter of 
Fundamental Rights of the European 
Union. The application of this Directive 
should respect the EU law and relevant 
international obligations.

(45) The proposal affects several 
fundamental rights as laid down in the 
Charter of Fundamental Rights of the 
European Union, notably the protection of 
personal data (Article 8), the freedom of 
expression and information (Article 11), 
freedom of economic operators to conduct 
business (Article 16), and the right to 
property (Article 17). The obligations 
imposed on manufacturers, importers and 
distributors of tobacco products are 
necessary to improve the functioning of the 
internal market while ensuring a high level 
of health and consumer protection as set 
out in Articles 35 and 38 of the Charter of 
Fundamental Rights of the European 
Union. The application of this Directive 
should respect the EU law and relevant 
international obligations.

Member States should respect the right to 
clean air in the spirit of Articles 7 (b) and 
12 of the International Covenant on 
Economic, Social and Cultural Rights 
providing for rights for safe and healthy 
working conditions and the right of 
everyone to the enjoyment of the highest 
attainable standard of physical and 
mental health. This is within the aim of 
article 37 of the Charter of Fundamental 
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rights where a high level of 
environmental protection and the 
improvement of the quality of the 
environment must be integrated into the 
policies of the Union.

Or. en

Amendment 246
Izaskun Bilbao Barandica

Proposal for a directive
Recital 45 a (new)

Text proposed by the Commission Amendment

(45a) This Directive contributes 
significantly to protecting the health and 
wellbeing of European citizens, 
increasing the reliability of information 
received by consumers and seeking to 
provide better and more objective 
scientific evidence of the damage caused 
to human health by tobacco consumption. 
Its entry into force is therefore likely to 
reduce consumption and may have 
negative repercussions on tobacco 
growers and some traditional industries 
linked to this crop, which make an 
important contribution to the gross 
domestic product of Europe’s outermost 
regions and declining areas. With this 
prospect in mind, the European 
institutions should study measures to 
promote the development, conversion or 
introduction of new activities for people in 
this sector and to encourage and develop 
research into new, non-harmful uses for 
this crop.

Or. es


