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SHORT JUSTIFICATION

The adverse effects of smoking on human health are undeniable. Tobacco may be the main 
risk factor for cancer. The cardiovascular toxicity of nicotine is established. According to the 
WHO, smoking causes five million premature deaths worldwide every year. The Commission 
talks of 700 000 early deaths every year in the EU alone. In 1999 the Commission put the 
number of smoking victims at 500 000 a year.

More than 10 years after the last Community rules on the sale of tobacco products were 
introduced, there has been no radical reduction in consumption. According to an EP library 
note, 576 billion cigarettes were consumed in the EU in 2012, which represents a drop in 
consumption of 100 billion over five years. Despite the near-universal ban on smoking in 
public places, tobacco consumption among young people and women in particular is on the 
rise. While fewer than 30% of Europeans remain addicted to smoking, in the 18-35 age group 
the figure is nearly 50%. And worse still, some 37% of adolescents aged 11 to 15 use tobacco 
products. Are they attracted by it being illegal? 

For reasons of public health, international and national authorities are stepping up the fight 
against smoking. Yet nowhere is a ban on tobacco consumption being considered because that 
would immediately result in a huge illegal market, which would be good news for organised 
crime, already heavily invested in smuggling and counterfeiting. 

The tobacco market is a significant sector of the economy, with nearly 50 000 jobs in 
production and more than 200 000 in distribution. Although European agriculture meets only 
5% of the EU’s raw tobacco needs, tobacco is a source of income for nearly 90 000 farmers. 
The above-mentioned EP study estimates the total value of the European tobacco market in 
2012 at some EUR 136.5 billion, including excise duties and tax revenues of around EUR 79 
billion for the Member States, which in a way are the main beneficiaries of smoking.

In this context the question arises as to the conflict between individual freedom and social 
responsibility. The Commission seems to acknowledge the right of adults to smoke cigars, 
cigarillos and pipe tobacco, which are subject to less strict rules than cigarettes and rolling 
tobacco, products considered to be more attractive to young people. Since the 16th century 
and Paracelsus we know that ‘everything is poison’ and that ‘only the dose makes a thing not 
a poison’. Given that all men are mortal, the dominant philosophy is that of the least risk. 
Hence the proliferation of warnings against alcohol consumption, sweets, salt, meat, industrial 
products and junk food. At the same time life expectancy is increasing throughout the EU, 
where the ultimate goal in society seems to be to die one day in good health!

Nevertheless, the need to protect non-smokers – and your rapporteur is among those who 
have never smoked – calls for strong action to be taken by the authorities against passive 
smoking, and a policy providing effective means of quitting smoking. Prevention of smoking, 
particularly among young people, remains the priority. 

The Commission proposal seeks to tackle the appeal of smoking by multiplying and 
extending health warnings on packaging at the same time as standardising them. However, the 
Commission has not succeeded in demonstrating how the standardisation of tobacco products 
could bring about a decline in consumption, particularly among young people. Would it not 
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be the case that such a blanket standardisation would play into the hands of the four major 
groups who together control 90% of the European market?

The draft directive contains 16 articles giving the Commission the power to adopt delegated 
acts affecting, in many cases, key elements of the legislation. That seems excessive. The 
Commission intends to publish within the next five years a report on the implementation of 
the new directive, ‘accompanied by any proposals for amendments’ deemed necessary. That 
report, and the proposed amendments could be brought forward, thus avoiding a constant 
reshaping of the directive through a multiplicity of delegated acts, which are often at the limit 
of European law.

AMENDMENTS

The Committee on Industry, Research and Energy calls on the Committee on the 
Environment, Public Health and Food Safety, as the committee responsible, to incorporate the 
following amendments in its report:

Amendment 1

Proposal for a directive
Recital 6

Text proposed by the Commission Amendment

(6) The size of the internal market in 
tobacco and related products, the 
increasing tendency of manufacturers of 
tobacco products to concentrate production 
for the whole of the Union in only a small 
number of production plants within the
Member States and the resulting significant 
cross-border trade of tobacco and related 
products calls for legislative action at 
Union rather than national level to 
achieve the smooth operation of the 
internal market.

(6) The size of the internal market in 
tobacco and related products, the 
increasing tendency of manufacturers of 
tobacco products to concentrate production 
for the whole of the Union in only a small 
number of production plants within the 
Member States and the resulting significant 
cross-border trade of tobacco and related 
products calls for stronger legislative 
action at Union level to achieve the smooth 
operation of the internal market.

Amendment 2

Proposal for a directive
Recital 8

Text proposed by the Commission Amendment

(8) In accordance with Article 114(3) of (8) In accordance with Article 114(3) of 
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the Treaty of the Functioning of the 
European Union (hereinafter: "Treaty"), a 
high level of health protection should be 
taken as a basis, regard being had, in
particular, to any new developments based 
on scientific facts. Tobacco products are 
not ordinary commodities and in view of 
the particularly harmful effects of tobacco, 
health protection should be given high 
importance, in particular to reduce 
smoking prevalence among young people.

the Treaty of the Functioning of the 
European Union (hereinafter: "Treaty"), a 
high level of health protection should be 
taken as a basis, regard being had, in 
particular, to any new developments based 
on scientific facts. Tobacco products are 
not ordinary commodities and in view of 
the particularly harmful effects of tobacco, 
health protection should be given high 
importance, in particular to reduce 
smoking prevalence among young people.
Smoking is a current and global problem 
with devastating consequences, and 
adolescence is when most smokers start 
consuming tobacco.

Amendment 3

Proposal for a directive
Recital 11

Text proposed by the Commission Amendment

(11) In relation to the fixing of maximum 
yields, it might be necessary and 
appropriate at a later date to adapt the 
yields fixed or to fix maximum thresholds 
for emissions, taking into consideration 
their toxicity or addictiveness.

deleted

Amendment 4
Proposal for a directive
Recital 15

Text proposed by the Commission Amendment

(15) The likelihood of diverging regulation 
is further increased by concerns over 
tobacco products, including smokeless 
tobacco products, having a characterising 
flavour other than tobacco, which may 
facilitate uptake of tobacco consumption or 
affect consumption patterns. For example, 
in many countries, sales of mentholated 

(15) The likelihood of diverging regulation 
is further increased by concerns over 
tobacco products, having a characterising 
flavour other than tobacco and menthol, 
which may facilitate uptake of tobacco 
consumption or affect consumption 
patterns. 
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products gradually increased even as 
smoking prevalence overall declined. A 
number of studies indicated that 
mentholated tobacco products can 
facilitate inhalation as well as smoking 
uptake among young people. Measures 
introducing unjustified differences of 
treatment between flavoured cigarettes 
(e.g. menthol and clove cigarettes) should 
be avoided.

Amendment 5
Proposal for a directive
Recital 16

Text proposed by the Commission Amendment

(16) The prohibition of tobacco products 
with characterising flavours does not 
prohibit the use of individual additives 
altogether, but obliges the manufactures 
to reduce the additive or the combination 
of additives to such an extent that the 
additives no longer result in a 
characterising flavour. The use of 
additives necessary for manufacturing of 
tobacco products should be allowed, as 
long as they do not result in a 
characterising flavour. The Commission 
should ensure uniform conditions for the 
implementation of the provision on 
characterising flavour. Independent panels 
should be used by the Member States and 
by the Commission to assist in such 
decision making. The application of this 
Directive should not discriminate between 
different tobacco varieties.

(16) The use of additives necessary for 
manufacturing of tobacco products should 
be allowed . The Commission should 
ensure uniform conditions for the 
implementation of the provision on 
characterising flavour. Independent panels 
should be used by the Member States and 
by the Commission to assist in such 
decision making. The application of this 
Directive should not discriminate between 
different tobacco varieties.

Justification

Why seek to limit the choices of adult, informed consumers?

Amendment 6

Proposal for a directive
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Recital 18

Text proposed by the Commission Amendment

(18) Considering the Directive's focus on 
young people, tobacco products other than 
cigarettes, roll-your-own tobacco and
smokeless tobacco which are mainly 
consumed by older consumers, should be 
granted an exemption from certain 
ingredients requirements as long as there 
is no substantial change of circumstances 
in terms of sales volumes or consumption 
patterns in relation to young people.

(18) Considering the Directive's focus on 
young people, tobacco products other than 
cigarettes, roll-your-own tobacco and 
tobacco for oral use, which are mainly 
consumed by older consumers, should be 
granted an exemption from certain 
ingredients requirements. The Commission 
should carefully monitor the use of water-
pipe tobacco by young people as there is 
increasing evidence of its use beyond the 
traditional, older market.

Justification

Consumption of traditional nasal and chewing tobacco is confined to very few regions of 
Europe and is an element in the maintenance of traditions. Moreover, nasal and chewing 
tobacco are mainly consumed by older persons. The same exemption should therefore apply 
as to cigars, cigarillos and pipe tobacco.

Amendment 7

Proposal for a directive
Recital 19

Text proposed by the Commission Amendment

(19) Disparities still exist between national 
provisions regarding the labelling of 
tobacco products, in particular with regard 
to the use of combined health warnings 
consisting of a picture and a text, 
information on cessation services and 
promotional elements in and on packets.

(19) Disparities still exist between national 
provisions regarding the labelling of 
tobacco products, in particular with regard 
to the size of health warnings, information 
on cessation services and promotional 
elements in and on packets.

Amendment 8

Proposal for a directive
Recital 20
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Text proposed by the Commission Amendment

(20) Such disparities are liable to constitute 
a barrier to trade and to impede the 
operation of the internal market in tobacco 
products, and should therefore be 
eliminated. Also, consumers in some 
Member States may be better informed 
about the health risks of tobacco products 
than in others. Without further action at 
Union level, the existing disparities are 
likely to increase in the coming years.

(20) Such disparities are liable to constitute 
a barrier to trade and to impede the 
operation of the internal market in tobacco 
products, and should therefore be 
eliminated. Also, consumers in some 
Member States may be better informed 
about the health risks of tobacco products 
than in others. Without further 
harmonising action at Union level, the 
existing disparities are likely to increase in 
the coming years.

Amendment 9
Proposal for a directive
Recital 23

Text proposed by the Commission Amendment

(23) In order to ensure the integrity and the 
visibility of health warnings and maximise 
their efficacy, provisions should be made 
regarding the dimension of the warnings as 
well as regarding certain aspects of the 
appearance of the tobacco package, 
including the opening mechanism. The 
package and the products may mislead 
consumers, in particular young people, 
suggesting that products are less harmful.
For instance, this is the case with certain 
texts or features, such as ‘low-tar’, ‘light’, 
‘ultra-light’, ‘mild’, 'natural', 'organic', 
‘without additives’, ‘without flavours’, 
'slim', names, pictures, and figurative or 
other signs. Likewise, the size and
appearance of individual cigarettes can 
mislead consumers by creating the 
impression that they are less harmful. A 
recent study has also shown that smokers 
of slim cigarettes were more likely to 
believe that their own brand might be less 
harmful. This should be addressed. 

(23) In order to ensure the integrity and the 
visibility of health warnings and maximise 
their efficacy, provisions should be made 
regarding the dimension of the warnings as 
well as regarding certain aspects of the 
appearance of the tobacco package, 
including the opening mechanism. The 
package and the products may mislead 
consumers, in particular young people, 
suggesting that products are less harmful. 
For instance, this is the case with certain 
texts or features, such as ‘low-tar’, ‘light’, 
‘ultra-light’, ‘mild’, 'natural', 'organic', 
‘without additives’, ‘without flavours’, 
'slim', names, pictures, and figurative or 
other signs. This should be addressed 
through appropriate packaging and 
labelling of such products and by 
informing consumers about their 
harmfulness, so that consumers are fully 
aware of the consequences of consuming 
such products.



AD\940520EN.doc 9/45 PE508.180v02-00

EN

Amendment 10

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.

deleted

Amendment 11

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 use38 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 prohibition39 . 
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 use38 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 prohibition39.
However, the ban on tobacco products for 
oral use should not affect historically 
traditional tobacco products for oral use, 
the marketing of 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.
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Amendment 12

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 
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 manufacture, 
distribution and consumption should be 
regulated. 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 3 years 
after the transposition deadline of this 
Directive, in order to assess whether 
amendments to this Directive are 
necessary.

Amendment 13
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 
use42 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 

(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 
use42 provides a legal framework to assess 
the quality, safety and efficacy of 
medicinal products. Nicotine containing 
products other than the tobacco products 
covered by this Directive should be 
regulated either under the upcoming 
review of the pharmaceutical package or 
by virtue of a specific legal instrument, 
once the studies currently under way have 
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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.

reached valid conclusions. Such an 
instrument may include provisions 
allowing the placing on the market of 
lower-risk nicotine containing products 
which can help consumers to quit 
smoking, provided they feature an 
appropriate health warning.

Amendment 14

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.

deleted

Amendment 15
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 

deleted
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conferred on the Commission. Those 
powers should be exercised in accordance 
with Regulation (EU) No 182/2011.

Amendment 16

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 
operational, 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 for 
non-essential elements of the Directive. 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. In order to keep up with 
technical, scientific and international 
developments in tobacco manufacture, 
consumption and regulation, the 
Commission should submit a report three 
years after the date of transposition of this 
Directive, in order to assess whether 
amendments to this Directive are 
necessary.

Amendment 17

Proposal for a directive
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Recital 39

Text proposed by the Commission Amendment

(39) 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.

deleted

Amendment 18

Proposal for a directive
Recital 39 a (new)

Text proposed by the Commission Amendment

(39a) Emphasis is placed on the 
importance and responsibility of the 
Member States in protecting public health 
and taking preventive action, providing 
public guarantees, monitoring and advice 
for young people, and carrying out 
preventive public anti-smoking 
campaigns, particularly in schools. 
Universal free access to smoking 
cessation consultations and 
corresponding treatments is considered 
vital.

Amendment 19

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 

(40) This Directive intends to harmonise 
the specific rules for the manufacture, 
presentation and sale of tobacco products 
and related products, thereby ensuring 
that individual Member States do not 
introduce national legislative provisions 
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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.

relating to labelling and packaging 
requirements that go further than the 
Directive. If a Member State already has 
more stringent national provisions 
applying to all products alike on aspects 
that fall within the scope of this Directive, 
it should be allowed to apply these on the 
basis of overriding requirements relating 
to the protection of public health. These 
national provisions should, however, be 
necessary and proportionate, and 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.

Amendment 20

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 

(41) Member States should be able to 
adapt more stringent rules concerning 
tobacco products which they deem 
necessary to protect public health, in-so-
far as such rules fall outside the scope of 
the provisions of this Directive. In-so-far 
as tobacco or related products comply with 
the requirements of this Directive, 
Member States should not prohibit or 
restrict the import, sale or consumption of 
such products.
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information in the field of technical 
standards and regulations and on rules on 
Information Society services44 .

Amendment 21

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 data45.

(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 data45. National data protection 
provisions should also be taken into 
account.

Amendment 22

Proposal for a directive
Article 2 – paragraph 1 – point 2

Text proposed by the Commission Amendment

(2) 'additive' means substance contained in 
a tobacco product, its unit packet or any 
outside packaging with the exception of 
tobacco leaves and other natural or 
unprocessed parts of tobacco plants;

(2) ‘additive’ means substance contained in 
a tobacco product with the exception of 
tobacco leaves and other natural or 
unprocessed parts of tobacco plants;

Amendment 23
Proposal for a directive
Article 2– paragraph 1 – point 4

Text proposed by the Commission Amendment

(4) 'characterising flavour' means a (4) 'characterising flavour' means a 
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distinguishable aroma or taste other than 
tobacco, resulting from an additive or 
combination of additives, including but not 
limited to fruit, spice, herb, alcohol, candy, 
menthol or vanilla observable before or 
upon intended use of the tobacco product; 

distinguishable aroma or taste other than 
tobacco, resulting from an additive or 
combination of additives, with the 
exception of menthol, including but not 
limited to fruit, spice, herb, alcohol, candy, 
or vanilla observable before or upon 
intended use of the tobacco product; 

Amendment 24

Proposal for a directive
Article 2 – paragraph 1 – point 18

Text proposed by the Commission Amendment

(18) 'ingredient' means an additive, 
tobacco (leaves and other natural, 
processed or unprocessed parts of tobacco 
plants including expanded and 
reconstituted tobacco), as well as any 
substance present in a finished tobacco 
product including paper, filter, inks, 
capsules and adhesives;

(18) ‘ingredient’ means any additive 
present in a finished tobacco product 
including paper, filter, inks, capsules and 
adhesives;

Amendment 25

Proposal for a directive
Article 2 – paragraph 1 – point 23 a (new)

Text proposed by the Commission Amendment

(23a) "tobacco products with lower risk" 
means a tobacco product that is designed 
and marketed to reduce the risks of 
smoking compared to conventional 
tobacco products, especially cigarettes, 
which is placed on the market after the 
entry into force of this Directive.

Amendment 26

Proposal for a directive
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Article 2 – paragraph 1 – point 30

Text proposed by the Commission Amendment

(30) 'substantial change of circumstances' 
means an increase of the sales volumes by 
product category, such as pipe tobacco, 
cigar, cigarillo, by at least 10% in at least 
10 Member States based on sales data 
transmitted in accordance with Article 
5(4); or an increase of the prevalence 
level in the consumer group under 25 
years of age by at least 5 percentage 
points in at least 10 Member States for the 
respective product category based on ____ 
[this date will be set at the moment of 
adoption of the Directive] Eurobarometer 
report or equivalent prevalence studies;

deleted

Justification

In many Member States, exceptional circumstances, such as a 10% rise in sales, can occur 
very quickly, as consumption of cigars and pipe tobacco is very low there.

Amendment 27

Proposal for a directive
Article 2 – paragraph 1 – point 36 a (new)

Text proposed by the Commission Amendment

(36a) "reconstituted tobacco" means the 
result of enhancement of different parts 
of the tobacco plant from threshing and 
the manufacture of tobacco products, 
whether used as a wrap for cigars and 
cigarillos either as sheets or individual 
strands as a component of the tobacco 
blend for cigarettes and other tobacco 
products.

Justification

The Directive must take into consideration and define precisely all tobacco products and 
existing reconstitution techniques in order to implement identical rules across the internal 
market.
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Amendment 28

Proposal for a directive
Article 3 – paragraph 1 – introductory part

Text proposed by the Commission Amendment

1. The yield of cigarettes placed on the 
market or manufactured in the Member 
States shall not be greater than:

1. The yield of cigarettes placed on the 
market in the Member States shall not be 
greater than:

Amendment 29

Proposal for a directive
Article 3 – paragraph 2

Text proposed by the Commission Amendment

2. The Commission shall be empowered to 
adopt delegated acts in accordance with 
Article 22 to adapt the maximum yields 
laid down in paragraph 1, taking into 
account scientific development and 
internationally agreed standards.

deleted

Amendment 30

Proposal for a directive
Article 3 – paragraph 3

Text proposed by the Commission Amendment

3. Member States shall notify the 
Commission of the maximum yields that 
they set for other emissions of cigarettes 
and for emissions of tobacco products 
other than cigarettes. Taking into account 
internationally agreed standards, where 
available, and based on scientific evidence 
and on the yields notified by Member 
States, the Commission shall be 

deleted
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empowered to adopt delegated acts in 
accordance with Article 22 to adopt and 
adapt maximum yields for other emissions 
of cigarettes and for emissions of tobacco 
products other than cigarettes that 
increase in an appreciable manner the 
toxic or addictive effect of tobacco 
products beyond the threshold of toxicity 
and addictiveness stemming from the 
yields of tar, nicotine and carbon 
monoxide fixed in paragraph 1.

Justification

Under Article 290(1) TFEU, recourse to delegated acts can only be justified in respect of 
non-essential elements of the directive.

Amendment 31

Proposal for a directive
Article 4 – paragraph 3

Text proposed by the Commission Amendment

3. The Commission shall be empowered to 
adopt delegated acts in accordance with 
Article 22 to adapt the methods of 
measurement of the tar, nicotine and 
carbon monoxide yields, taking into 
account scientific and technical 
developments and internationally agreed 
standards.

deleted

Amendment 32

Proposal for a directive
Article 4 – paragraph 4

Text proposed by the Commission Amendment

4. Member States shall notify the 
Commission of the methods of 
measurement that they use for other 
emissions of cigarettes and for emissions 

deleted
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of tobacco products other than cigarettes. 
Based on these methods, and taking into 
account scientific and technical 
developments as well as internationally 
agreed standards the Commission shall be 
empowered to adopt delegated acts in 
accordance with Article 22 to adopt and 
adapt methods of measurement.

Amendment 33

Proposal for a directive
Article 5 – paragraph 1 – subparagraph 1

Text proposed by the Commission Amendment

 Member States shall require manufacturers 
and importers of tobacco products to 
submit to their competent authorities a list 
of all ingredients, and quantities thereof, 
used in the manufacture of the tobacco 
products by brand name and type, as well 
as their emissions and yields. 
Manufacturers or importers shall also 
inform the competent authorities of the 
concerned Member States if the 
composition of a product is modified 
affecting the information provided under 
this Article. Information required under 
this Article shall be submitted prior to the 
placing of the market of a new or modified 
tobacco product.

Member States shall require manufacturers 
and importers of tobacco products to 
submit to their competent authorities a list 
of all ingredients, and quantities thereof, 
used in the manufacture of the tobacco 
products by brand name and type, as well 
as their emissions and yields resulting 
from intended use. Manufacturers or 
importers shall also inform the competent 
authorities of the concerned Member States 
if the composition of a product is modified 
affecting the information provided under 
this Article. Information required under 
this Article shall be submitted prior to the 
placing of the market of a new or modified 
tobacco product.

Justification

Clarification with the aim not to oblige manufacturers to perform costly test for emissions of 
parts of the products that under intended use conditions do not get burned as e.g. the filter of 
cigarettes.

Amendment 34

Proposal for a directive
Article 5 – paragraph 2
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Text proposed by the Commission Amendment

2. Member States shall ensure the 
dissemination of information submitted in 
accordance with paragraph 1 on a 
dedicated website, which is available to the 
general public. In doing so Member States 
shall take due account of the need to 
protect information which constitutes a 
trade secret.

2. Member States shall ensure the 
dissemination of information submitted in 
accordance with paragraph 1 on a website, 
which is available to the general public. In 
doing so Member States shall take due 
account of the need to protect information 
which constitutes a trade secret.

Justification

This amendment provides clarification that a publicly available website is sufficient for the 
purpose; there is no need for Member States to construct an entirely new website.

Amendment 35
Proposal for a directive
Article 6

Text proposed by the Commission Amendment

1. Member States shall prohibit the placing 
on the market of tobacco products with a 
characterising flavour. 

1. Member States shall prohibit the placing 
on the market of tobacco products with a 
characterising flavour where it is 
scientifically proven that the additive 
concerned increases the product's 
harmful, toxic or additive effect in an 
appreciable manner. 

Member States shall not prohibit the use of 
additives which are essential for the 
manufacture of tobacco products, as long 
as the additives do not result in a product 
with a characterising flavour. 

Member States shall not restrict or prohibit 
the use of additives which are essential for 
the manufacture of tobacco products. 

Member States shall notify the 
Commission of measures taken pursuant to 
this paragraph.

Member States shall notify the 
Commission of measures taken pursuant to 
this paragraph.

2. The Commission shall at the request of 
a Member State or may on its own 
initiative determine by means of 
implementing acts whether a tobacco 
product falls within the scope of 
paragraph 1. Those implementing acts 
shall be adopted in accordance with the 
examination procedure referred to in 
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Article 21.
The Commission shall adopt by means of 
implementing acts uniform rules on the 
procedures for determining whether a 
tobacco product falls within the scope of 
paragraph 1. Those implementing acts 
shall be adopted in accordance with the 
examination procedure referred to in 
Article 21.
3. In case the experience gained in the 
application of paragraphs 1 and 2 shows 
that a certain additive or a combination 
thereof typically impart a characterising 
flavour when it exceeds a certain level of 
presence or concentration the 
Commission shall be empowered to adopt 
delegated acts in accordance with Article 
22 to set maximum levels for those 
additives or combination of additives that 
cause the characterising flavour.
4. Member States shall prohibit the use of 
the following additives in tobacco 
products:

4. Member States shall prohibit the use of 
the following additives in tobacco 
products:

(a) vitamins and other additives that create 
the impression that a tobacco product has a 
health benefit or presents reduced health 
hazards, or

a) vitamins and other additives that create 
the impression that a tobacco product has a 
health benefit or presents reduced health 
hazards, or

(b) caffeine and taurine and other additives 
and stimulant compounds that are 
associated with energy and vitality, or

(b) caffeine and taurine and other additives 
and stimulant compounds that are 
associated with energy and vitality, or

(c) additives having colouring properties 
for emissions.

(c) additives having colouring properties 
for emissions.

5. Member States shall prohibit the use of 
flavourings in the components of tobacco 
products such as filters, papers, packages, 
capsules or any technical features allowing 
modification of flavour or smoke intensity. 
Filters and capsules shall not contain 
tobacco.

5. Member States shall prohibit the use of 
flavourings in the components of tobacco 
products such as filters, papers, packages, 
capsules or any technical features allowing 
modification of flavour or smoke intensity
where these increase in an appreciable 
manner at the stage of consumption the 
toxic or addictive effect of a tobacco 
product. Filters and capsules shall not 
contain tobacco.

6. Member States shall ensure that 
provisions or conditions set out under 

6. Member States shall ensure that 
provisions or conditions set out under 
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Regulation (EC) No 1907/2006 are applied 
to tobacco products as appropriate. 

Regulation (EC) No 1907/2006 are applied 
to tobacco products as appropriate. 

7. Member States shall, based on scientific 
evidence, prohibit the placing on the 
market of tobacco products with additives 
in quantities that increase in an appreciable 
manner at the stage of consumption the 
toxic or addictive effect of a tobacco 
product.

7. Member States shall, based on scientific 
evidence, prohibit the placing on the 
market of tobacco products with additives 
in quantities that increase in an appreciable 
manner at the stage of consumption the 
toxic or addictive effect of a tobacco 
product.

8. The Commission shall at the request of a 
Member State or may on its own initiative 
determine by means of an implementing 
act whether a tobacco product falls within 
the scope of paragraph 7. Those 
implementing acts shall be adopted in 
accordance with the examination procedure 
referred to in Article 21 and shall be based 
on the latest scientific evidence.

8. The Commission shall at the request of a 
Member State or may on its own initiative 
determine by means of an implementing 
act whether a tobacco product falls within 
the scope of paragraph 7. Those 
implementing acts shall be adopted in 
accordance with the examination procedure 
referred to in Article 21 and shall be based 
on the latest scientific evidence.

9. In case scientific evidence and the 
experience gained in the application of 
paragraphs 7 and 8 shows that a certain 
additive or a certain quantity thereof 
amplify in an appreciable manner at the 
stage of consumption the toxic or addictive 
effect of a tobacco product the 
Commission shall be empowered to adopt 
delegated acts in accordance with Article 
22 to set maximum levels for those 
additives.

9. In case scientific evidence and the 
experience gained in the application of 
paragraphs 7 and 8 shows that a certain 
additive or a certain quantity thereof 
amplify in an appreciable manner at the 
stage of consumption the toxic or addictive 
effect of a tobacco product the 
Commission shall be empowered to adopt 
delegated acts in accordance with Article 
22 to set maximum levels for those 
additives.

10. Tobacco products other than cigarettes,
roll-your-own tobacco and smokeless 
tobacco products shall be exempted from 
the prohibitions laid down in paragraphs 1 
and 5. The Commission shall be 
empowered to adopt delegated acts in 
accordance with Article 22 to withdraw 
this exemption if there is a substantial 
change of circumstances as established in 
a Commission report.

10. Tobacco products other than cigarettes 
and roll-your-own tobacco shall be 
exempted from the prohibitions laid down 
in paragraphs 1 and 5. 

Amendment 36

Proposal for a directive
Article 7 – paragraph 3
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Text proposed by the Commission Amendment

3. In order to ensure their graphic integrity 
and visibility, health warnings shall be 
irremovably printed, indelible and in no 
way hidden or interrupted, including by tax 
stamps, price marks, tracking and tracing 
marks, security features or by any type of 
wrapper, pouch, jacket, box or other device 
or by the opening of the unit packet.

3. In order to ensure their graphic integrity 
and visibility, and without prejudice to the 
labelling provisions in Article 10 and 11, 
health warnings shall be irremovably 
printed or irremovable affixed, indelible 
and in no way hidden or interrupted, 
including by tax stamps, price marks, 
tracking and tracing marks, security 
features or by any type of wrapper, pouch, 
jacket, box or other device or by the 
opening of the unit packet.

Justification

Health warnings on cigarette packages are already printed on packages. However, on cigar 
packages and other niche products, a printing on the packaging would pose a 
disproportionate burden on producers, which are often small and medium sized companies. 
There have not been any reports on health warning stickers having been removed from 
packages. Therefore, the added value of printing on the packages is not evident.

Amendment 37
Proposal for a directive
Article 8– paragraph 3

Text proposed by the Commission Amendment

3. For cigarette packets the general 
warning and the information message shall 
be printed on the lateral sides of the unit 
packets. These warnings shall have a 
width of not less than 20 mm and a height 
of not less than 43 mm. For roll-your-own 
tobacco the information message shall be 
printed on the surface that becomes visible 
when opening the unit packet. Both the 
general warning and the information 
message shall cover 50% of the surface on 
which they are printed.

3. For cigarette packets the general 
warning and the information message shall 
be printed on the lateral sides of the unit 
packets. For roll-your-own tobacco the 
information message shall be printed on 
the surface that becomes visible when 
opening the unit packet. Both the general 
warning and the information message shall 
cover 50% of the surface on which they are 
printed.

Amendment 38

Proposal for a directive
Article 8 – paragraph 4
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Text proposed by the Commission Amendment

4. The Commission shall be empowered to 
adopt delegated acts in accordance with 
Article 22:

deleted

(a) to adapt the wording of the health 
warnings laid down in paragraphs 1 and 2 
to scientific and market developments;
(b) to define the position, format, layout 
and design of the health warnings laid 
down in this Article, including their font 
type and background colour.

Amendment 39
Proposal for a directive
Article 9 – paragraph 1 – point c

Text proposed by the Commission Amendment

(c) cover 75 % of the external area of both
the front and back surface of the unit
packet and any outside packaging;

(c) cover 50 % of the external area of both
the front and back surface of the unit
packet and any outside packaging with 50 
% of that area providing information on 
smoking cessation;

Amendment 40

Proposal for a directive
Article 9 – paragraph 1 – point e

Text proposed by the Commission Amendment

e) be positioned at the top edge of the unit 
packet and any outside packaging, and in 
the same direction as any other information 
appearing on the packaging;

e) be positioned in the same direction as 
any other information appearing on the 
packaging;

Justification

Requiring the health warnings to appear at the top edge of the unit packet and any outside 
packaging would make it very difficult for shopkeepers to distinguish between different 
manufacturers’ brands, in view of the design of news agents’ shops (and mini-supermarkets). 
In order to replace shop furniture, shopkeepers, whose margins are already shrinking, would 
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have to make substantial investments. Moreover, research shows that news agents are very 
financially dependent on tobacco sales.

Amendment 41
Proposal for a directive
Article 9 – paragraph 1 – point g

Text proposed by the Commission Amendment

(g) for unit packets of cigarettes, respect 
the following dimensions:

deleted

(i) height: not less than 64 mm;
(ii) width: not less than 55 mm.

Justification

It is not the form of packaging which creates the dependence. In an effort to ‘harmonise’ the 
dimensions and shape of tobacco product packaging, the Commission will end up creating a 
standardised ‘market’ from which small producers will be eliminated, ultimately benefiting 
the four major groups that already have a 90% share of the European market.

Amendment 42

Proposal for a directive
Article 9 – paragraph 1 – point g a (new)

Text proposed by the Commission Amendment

(ga) for the packaging of roll-your-own 
tobacco and for tobacco packagings with 
a surface larger than 75 cm2 in area, 
occupy at least 22.5 cm2 of the surface. 
That area shall be increased to 24 cm2 for 
Member States with two official 
languages and 26.25 cm2 for Member 
States with three official languages.

Amendment 43

Proposal for a directive
Article 9 – paragraph 3
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Text proposed by the Commission Amendment

3. The Commission shall be empowered to 
adopt delegated acts in accordance with 
Article 22 to:

deleted

(a) adapt the text warnings listed in 
Annex I to this Directive taking into 
account scientific and technical 
developments;
(b) establish and adapt the picture library 
referred to in point (a) of paragraph 1 of 
this Article taking into account scientific 
and market developments;
(c) define the position, format, layout, 
design, rotation and proportions of the 
health warnings;
(d) by way of derogation from Article 7(3), 
lay down the conditions under which 
health warnings may be broken during 
unit packet opening in a manner that 
ensures the graphical integrity and 
visibility of the text, photographs and 
cessation information.

Amendment 44
Proposal for a directive
Article 10

Text proposed by the Commission Amendment

1. Tobacco for smoking other than 
cigarettes and roll-your-own tobacco shall 
be exempted from the obligations to carry 
the information message laid down in 
Article 8(2) and the combined health 
warnings in Article 9. In addition to the 
general warning specified in Article 8(1), 
each unit packet and any outside packaging 
of these products shall carry a text warning 
listed in Annex I. The general warning 
specified in Article 8(1) shall include a 
reference to the cessation services in 
accordance with Article 9(1)(b).

1. Tobacco for smoking other than 
cigarettes and roll-your-own tobacco shall 
be exempted from the obligations to carry 
the information message laid down in 
Article 8(2) and the combined health 
warnings in Article 9. In addition to the 
general warning specified in Article 8(1), 
each unit packet and any outside packaging 
of these products shall carry a text warning 
listed in Annex I. The general warning 
specified in Article 8(1) shall include a 
reference to the cessation services in 
accordance with Article 9(1)(b).

The general warning shall be printed on the 
most visible surface of the unit packet and 

The general warning shall be printed or 
irremovably affixed on the most visible 
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any outside packaging. The text warnings 
listed in Annex I shall be rotated in such a 
way as to guarantee their regular 
appearance. These warnings shall be 
printed on the other most visible surface of 
the unit packet and any outside packaging.

surface of the unit packet and any outside
packaging. The text warnings listed in 
Annex I shall be rotated in such a way as to 
guarantee their regular appearance. These 
warnings shall be printed or irremovably 
affixed on the other most visible surface of 
the unit packet and any outside packaging.

2. The general warning referred to in 
paragraph 1 shall cover 30 % of the 
external area of the corresponding surface 
of the unit packet and any outside 
packaging. That proportion shall be 
increased to 32 % for Member States with 
two official languages and 35 % for 
Member States with three official 
languages.

2. The general warning referred to in 
paragraph 1 shall cover 30 % of the 
external area of the corresponding surface 
of the unit packet and any outside 
packaging. That proportion shall be 
increased to 32 % for Member States with 
two official languages and 35 % for 
Member States with three official 
languages.

3. The text warning referred to in 
paragraph 1 shall cover 40 % of the 
external area of the corresponding surface 
of the unit packet and any outside 
packaging. That proportion shall be 
increased to 45 % for Member States with 
two official languages and 50 % for 
Member States with three official 
languages. 

3. The text warning referred to in 
paragraph 1 shall cover 40 % of the 
external area of the corresponding surface 
of the unit packet and any outside 
packaging. That proportion shall be 
increased to 45 % for Member States with 
two official languages and 50 % for 
Member States with three official 
languages. 

4. The general warning and the text 
warning referred to in paragraph 1 shall be:

4. The general warning and the text 
warning referred to in paragraph 1 shall be:

(a) printed in black Helvetica bold type on 
a white background. In order to 
accommodate language requirements, 
Member States may determine the point 
size of the font, provided that the font size 
specified in their legislation is such as to 
occupy the greatest possible proportion of 
the area set aside for the text required;

(a) printed in black bold type on a white 
background. The warnings may be affixed 
by means of stickers, provided that such 
stickers cannot be removed. In order to 
accommodate language requirements, 
Member States may determine the point 
size of the font, provided that the font size 
specified in their legislation is such as to 
occupy the greatest possible proportion of 
the area set aside for the text required;

(b) centred in the area in which they are 
required to be printed, parallel to the top 
edge of the unit packet and any outside 
packaging;

(b) centred in the area in which they are 
required to be printed or irremovably 
affixed, parallel to the top edge of the unit 
packet and any outside packaging;

(c) surrounded by a black border not less 
than 3 mm and not more than 4 mm in 
width inside the surface reserved for the 

(c) surrounded by a black border not less 
than 3 mm and not more than 4 mm in 
width inside the surface reserved for the 
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text of the warning. text of the warning.

5. The Commission shall be empowered to 
adopt delegated acts in accordance with 
Article 22, to withdraw the exemption laid 
down in paragraph 1 if there is a 
substantial change of circumstances as 
established in a Commission report.

deleted

Amendment 45Proposal for a directive
Article 11 – paragraph 2 – point a

Text proposed by the Commission Amendment

(a) be printed on the two largest surfaces 
of the unit packet and any outside 
packaging;

(a) be printed or affixed on the most visible 
surface of the unit packet and additionally 
on any outside packaging used in 
connection with the product, with the 
exception of additional fully transparent 
wrappers.

Justification
Especially for small and medium sized companies the burden of printing on packages with 
low production volumes seems disproportionate. A sticker, as it is current practice, should be 
allowed.

Amendment 46

Proposal for a directive
Article 11 – paragraph 3

Text proposed by the Commission Amendment

3. The Commission shall be empowered to 
adopt delegated acts in accordance with 
Article 22 to adapt the requirements in 
paragraphs 1 and 2 taking into account 
scientific and market developments.

deleted

Amendment 47
Proposal for a directive
Article 12

Text proposed by the Commission Amendment

1. The labelling of a unit packet and any 1. The labelling of a unit packet and any 
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outside packaging and the tobacco product 
itself shall not include any element or 
feature that: 

outside packaging and the tobacco product 
itself shall not include any element or 
feature that: 

(a) promotes a tobacco product by means 
that are false, misleading, deceptive or 
likely to create an erroneous impression 
about its characteristics, health effects, 
hazards or emissions;

(a) promotes a tobacco product by means 
that are false, misleading, deceptive or 
likely to create an erroneous impression 
about its characteristics, health effects, 
hazards or emissions;

(b) suggests that a particular tobacco 
product is less harmful than others or has 
vitalising, energetic, healing, rejuvenating, 
natural, organic or otherwise positive 
health or social effects;

(b) suggests that a particular tobacco
product is less harmful than others or has 
vitalising, energetic, healing, rejuvenating, 
natural, organic or otherwise positive 
health or social effects;

(c) refers to flavour, taste, any flavourings 
or other additives or the absence thereof;

deleted

(d) resembles a food product. (d) resembles a food product.

2. Prohibited elements and features may 
include but are not limited to texts, 
symbols, names, trade marks, figurative or 
other signs, misleading colours, inserts or 
other additional material such as adhesive 
labels, stickers, onserts, scratch-offs and 
sleeves or relate to the shape of the tobacco 
product itself. Cigarettes with a diameter 
of less than 7.5 mm shall be deemed to be 
misleading. 

2. Prohibited elements and features may 
include but are not limited to texts, 
symbols, names, trade marks, figurative or 
other signs, misleading colours, inserts or 
other additional material such as adhesive 
labels, stickers, onserts, scratch-offs and 
sleeves or relate to the shape of the tobacco 
product itself.

Amendment 48
Proposal for a directive
Article 13

Text proposed by the Commission Amendment

Article 13

Appearance and content of unit packets deleted

1. A unit packet of cigarettes shall have a 
cuboid shape. A unit packet of roll-your-
own tobacco shall have the form of a 
pouch, i.e. a rectangular pocket with a 
flap that covers the opening. The flap of 
the pouch shall cover at least 70% of the 
front of the packet. A unit packet of 
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cigarettes shall include at least 20 
cigarettes. A unit packet of roll-your-own 
tobacco shall contain tobacco weighing at 
least 40 g.
2. A cigarette packet can be of carton or 
soft material and shall not contain an 
opening that can be re-closed or re-sealed 
after the opening is first opened, other 
than the flip-top lid. The flip-top lid of a 
cigarette packet shall be hinged only at 
the back of the packet. 
3. The Commission shall be empowered to 
adopt delegated acts in accordance with 
Article 22 to define more detailed rules for 
the shape and size of unit packets in so far 
as these rules are necessary to ensure the 
full visibility and integrity of the health 
warnings before the first opening, during 
the opening and after reclosing of the unit 
packet.
4. The Commission shall be empowered to 
adopt delegated acts in accordance with 
Article 22 to make either cuboid or 
cylindric shape mandatory for unit 
packets of tobacco products other than 
cigarettes and roll-your-own tobacco if 
there is a substantial change of 
circumstances as established in a 
Commission report.

Amendment 49

Proposal for a directive
Article 14 – paragraph 1

Text proposed by the Commission Amendment

1. Member States shall ensure that all unit 
packets of tobacco products shall be 
marked with a unique identifier. In order to 
ensure their integrity, unique identifiers 
shall be irremovably printed/affixed, 
indelible and in no way hidden or 
interrupted in any form, including through 
tax stamps and price marks, or by the 

1. Member States shall ensure that all unit 
packets of tobacco products shall be 
marked with a unique, safe and impossible 
to duplicate identifier. In order to ensure 
their integrity, unique identifiers shall be 
irremovably printed/affixed, indelible and 
in no way hidden or interrupted in any 
form, including through tax stamps and 
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opening of the packet. In relation to 
products manufactured outside the Union 
the obligations laid down in this Article 
apply only to those destined to or placed on 
the Union market.

price marks, or by the opening of the 
packet. In relation to products 
manufactured outside the Union the 
obligations laid down in this Article apply 
only to those destined to or placed on the 
Union market.

Amendment 50

Proposal for a directive
Article 14 – paragraph 2 – introductory part

Text proposed by the Commission Amendment

2. The unique identifier shall allow 
determining:

2. The identifier referred to in paragraph 
1 shall allow determining:

Amendment 51

Proposal for a directive
Article 14 – paragraph 2 – point j

Text proposed by the Commission Amendment

(j) the identity of all purchasers from 
manufacturing to the first retail outlet;

(j) the identity of all purchasers from 
manufacturing to the first customer;

Justification

The T&T system puts a significant burden on producers. Having a requirement to have even 
the retail outlet destination added to the information will prove nearly impossible for small 
producers as they rely on intermediaries. In any case, the intended product market is 
important to reduce illicit trade but the exact retail outlet appears not relevant. In addition, 
the original wording would go beyond what was agreed in the framework of the Framework 
Convention on Tobacco Control.

Amendment 52

Proposal for a directive
Article 14 – paragraph 2 – point k
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Text proposed by the Commission Amendment

(k) the invoice, order number and payment 
records of all purchasers from 
manufacturing to the first retail outlet.

(k) the invoice, order number and payment 
records of all purchasers from 
manufacturing to the first customer.

Justification

The T&T system puts a significant burden on producers. Having a requirement to have even 
the retail outlet destination added to the information will prove nearly impossible for small 
producers as they rely on intermediaries. In any case, the intended product market is 
important to reduce illicit trade but the exact retail outlet appears not relevant. In addition, 
the original wording would go beyond what was agreed in the framework of the Framework 
Convention on Tobacco Control.

Amendment 53

Proposal for a directive
Article 14 – paragraph 3

Text proposed by the Commission Amendment

3. Member States shall ensure that all 
economic operators involved in the trade of 
tobacco products from the manufacturer to 
the last economic operator before the first 
retail outlet, record the entry of all unit 
packets into their possession, as well as all 
intermediate movements and the final exit 
from their possession. This obligation can 
be fulfilled by recording in aggregated 
form, e.g. of outside packaging, provided 
that tracking and tracing of unit packets 
remains possible.

3. Member States shall ensure that all 
economic operators involved in the trade of 
tobacco products from the manufacturer to 
the last economic operator before the first 
customer, record the entry of all unit 
packets into their possession, as well as all 
intermediate movements and the final exit 
from their possession. This obligation can 
be fulfilled by recording in aggregated 
form, e.g. of outside packaging, provided 
that tracking and tracing of unit packets 
remains possible.

Justification

The T&T system puts a significant burden on producers. Having a requirement to have even 
the retail outlet destination added to the information will prove nearly impossible for small 
producers as they rely on intermediaries. In any case, the intended product market is 
important to reduce illicit trade but the exact retail outlet appears not relevant. In addition, 
the original wording would go beyond what was agreed in the framework of the Framework 
Convention on Tobacco Control.
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Amendment 54

Proposal for a directive
Article 14 – paragraph 4

Text proposed by the Commission Amendment

4. Member States shall ensure that 
manufacturers of tobacco products provide 
all economic operators involved in the 
trade of tobacco products from the 
manufacturer to the last economic operator 
before the first retail outlet, including 
importers, warehouses and transporting 
companies with the necessary equipment 
allowing for the recording of the tobacco 
products purchased, sold, stored, 
transported or otherwise handled. The 
equipment shall be able to read and 
transmit the data electronically to a data 
storage facility pursuant to paragraph 6.

4. Member States shall ensure that 
manufacturers of tobacco products provide 
all economic operators involved in the 
trade of tobacco products from the 
manufacturer to the last economic operator 
before the first customer, including 
importers, warehouses and transporting 
companies with the necessary equipment 
allowing for the recording of the tobacco 
products purchased, sold, stored, 
transported or otherwise handled. The 
equipment shall be able to read and 
transmit the data electronically to a data 
storage facility pursuant to paragraph 6.

Justification

The T&T system puts a significant burden on producers. Having a requirement to have even 
the retail outlet destination added to the information will prove nearly impossible for small 
producers as they rely on intermediaries. In any case, the intended product market is 
important to reduce illicit trade but the exact retail outlet appears not relevant. In addition, 
the original wording would go beyond what was agreed in the framework of the Framework 
Convention on Tobacco Control.

Amendment 55

Proposal for a directive
Article 14 – paragraph 8

Text proposed by the Commission Amendment

8. In addition to the unique identifier, 
Member States shall require that all unit 
packets of tobacco products which are 
placed on the market carry a visible, 
tamper proof security feature of at least 1 
cm², which shall be irremovably printed or 
affixed, indelible and in no way hidden or 
interrupted in any form, including through 

8. In addition to the identifier referred to 
in paragraph 1, Member States shall 
require that all unit packets of tobacco 
products which are placed on the market 
carry a visible, tamper proof security 
feature of at least 1 cm², which shall be 
irremovably printed or affixed, indelible 
and in no way hidden or interrupted in any 
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tax stamps and price marks, or other 
elements mandated by legislation.

form, including through tax stamps and 
price marks, or other elements mandated 
by legislation.

Amendment 56

Proposal for a directive
Article 14 – paragraph 10

Text proposed by the Commission Amendment

10. Tobacco products other than cigarettes 
and roll-your-own tobacco shall be 
exempted from the application of 
paragraph 1 to 8 during a period of 5 years 
following the date referred to in paragraph 
1 of Article 25.

10. Tobacco products other than cigarettes 
and roll-your-own tobacco shall be 
exempted from the application of 
paragraph 1 to 8 during a period of 10
years following the date referred to in 
paragraph 1 of Article 25.

Amendment 57

Proposal for a directive
Article 15– paragraph 1

Text proposed by the Commission Amendment

Member States shall prohibit the placing 
on the market of tobacco for oral use, 
without prejudice to Article 151 of the Act 
of Accession of Austria, Finland and 
Sweden. 

Member States shall prohibit the placing 
on the market of tobacco for oral use, 
without prejudice to Article 151 of the Act 
of Accession of Austria, Finland and 
Sweden. This ban shall, however, not 
affect traditional tobacco products for 
oral use, which may be allowed by 
individual Member States.

Amendment 58

Proposal for a directive
Article 17 – title

Text proposed by the Commission Amendment

 Notification of novel tobacco products Market approval for and notification of 
novel tobacco products and less harmful 
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products

Amendment 59

Proposal for a directive
Article 17 – paragraph 1 – introductory part

Text proposed by the Commission Amendment

1. Member States shall require that 
manufacturers and importers of tobacco 
products notify the competent authorities 
of Member States of any novel tobacco 
product they intend to place on the markets 
of the Member States concerned. The 
notification shall be submitted in 
electronic form six months before the 
intended placing on the market and shall be 
accompanied by a detailed description of 
the product in question as well as 
information on ingredients and emissions 
in accordance with Article 5. The 
manufacturers and importers notifying a 
novel tobacco product shall also provide 
the competent authorities in question with:

1. Member States shall conduct a market 
approval system for tobacco products with 
a lower risk which shall be carried out for 
a reasonable fee. Member States shall 
require that manufacturers and importers of 
tobacco products notify the competent 
authorities of Member States of any novel 
tobacco products and for all tobacco 
products with a lower risk they intend to 
place on the markets of the Member States 
concerned by means of an application. 
This application shall be submitted in 
electronic form six months before the 
intended placing on the market and shall be 
accompanied by a detailed description of 
the product in question, all proposed 
labelling, conditions of use, the product 
composition, manufacturing and control 
processes as well as information on 
ingredients and emissions in accordance 
with Article 5. The manufacturers and 
importers applying for a marketing 
authorization for tobacco products with a 
lower risk shall also provide the competent 
authorities in question with:

Amendment 60

Proposal for a directive
Article 17 – paragraph 1 – point a

Text proposed by the Commission Amendment

(a) available scientific studies on toxicity, 
addictiveness and attractiveness of the 

(a) relevant scientific studies on the
toxicity of the product, in particular as 
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product, in particular as regards its 
ingredients and emissions;

regards its ingredients and emissions;

Amendment 61

Proposal for a directive
Article 17 – paragraph 1 – point b

Text proposed by the Commission Amendment

(b) available studies and market research 
on preferences of various consumer 
groups, including young people and

(b) available studies and market research 
on the perception and use of the product, 
including labelling by consumers as well 
as on the preferences of various consumer 
groups, especially young people and

Amendment 62

Proposal for a directive
Article 17 – paragraph 2

Text proposed by the Commission Amendment

2. Member States shall require that 
manufacturers and importers of tobacco 
products inform their competent authorities 
of any new or updated information referred 
to in point (a) to (c) of paragraph 1. 
Member States shall be entitled to require 
tobacco manufacturers or importers to 
carry out additional tests or submit 
additional information. Member States 
shall make available to the Commission all 
information received pursuant to this 
Article. Member States shall be entitled to 
introduce an authorisation system and 
charge a proportionate fee.

2. Member States shall require that 
manufacturers and importers of tobacco 
products inform their competent authorities 
of any new or updated information referred 
to in point (a) to (c) of paragraph 1.

The new market authorisation procedure 
in the Member States shall stipulate the 
following:
1. scientific risk assessment, 
2. empirical  standards regarding 
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evidence of health risks,
3. reduction of harmful substances in 
smoke,
4. compliance with the provisions of 
points (a) to (c) of paragraph 1,
5. Post-marketing surveillance.
Requirements in respect of labelling, text 
health warnings, product description, 
packaging, measuring, including methods 
for measuring tar, nicotine and carbon 
monoxide, as well as the additional 
ingredients used in reduced-risk tobacco 
products, shall also be included among 
the conditions for market authorisation in 
the Member States.
Member States shall be entitled to require 
tobacco manufacturers or importers to 
carry out additional tests or submit 
additional information. Member States 
shall make available to the Commission all 
information received pursuant to this 
Article and notify it of the authorisation 
procedure.

Justification

These amendments facilitate the marketing of tobacco products which are less hazardous than 
conventional tobacco products and the supply of information regarding their benefits, in so 
far as this is authorized by the Member State governments.

Amendment 63

Proposal for a directive
Article 17 – paragraph 3

Text proposed by the Commission Amendment

3. Novel tobacco products placed on the 
market shall respect the requirements set 
out in this Directive. The provisions 
applicable depend on whether the products 
fall under the definition of smokeless 
tobacco product in point (29) of Article 2 
or tobacco for smoking in point (33) of 

3. Lower-risk tobacco products placed on 
the market shall respect the requirements 
set out in this Directive. Because of the 
various risk-reducing properties of these 
tobacco products, it is necessary to 
adjustaccordingly the measuring methods 
referred to in Article 4, content regulation 
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Article 2. referred to in Article 6 and labelling and 
packaging referred to in Articles  
7,8,9,10,12 and 13.The provisions 
applicable depend on whether the products 
fall under the definition of smokeless 
tobacco product in point (29) of Article 2 
or tobacco for smoking in point (33) of 
Article 2.

Amendment 64

Proposal for a directive
Title III, title

Text proposed by the Commission Amendment

NON TOBACCO PRODUCTS deleted

Amendment 65
Proposal for a directive
Article 18

Text proposed by the Commission Amendment

Article 18
Nicotine-containing products

deleted

1. The following nicotine-containing 
products may only be placed on the 
market if they were authorised pursuant 
to Directive 2001/83/EC:
(a) products with a nicotine level 
exceeding 2 mg per unit, or
(b) products with a nicotine concentration 
exceeding 4 mg per ml or 
(c) products whose intended use results in 
a mean maximum peak plasma 
concentration exceeding 4 ng of nicotine 
per ml.
2. The Commission shall be empowered to 
adopt delegated acts in accordance with 
Article 22 to update the nicotine 
quantities set out in paragraph 1 taking 
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into account scientific developments and 
marketing authorisations granted to 
nicotine- containing products pursuant to 
Directive 2001/83/EC.
3. Each unit packet and any outside 
packaging of nicotine-containing 
products below the thresholds set out in 
paragraph 1 shall carry the following 
health warning: 
This product contains nicotine and can 
damage your health.
4. The health warning referred to in 
paragraph 3 shall comply with the 
requirements specified in Article 10(4). In 
addition, it shall:
(a) be printed on the two largest surfaces 
of the unit packet and any outside 
packaging;
(b) cover 30 % of the external area of the 
corresponding surface of the unit packet 
and any outside packaging. That 
proportion shall be increased to 32 % for 
Member States with two official 
languages and 35 % for Member States 
with three official languages. 
5. The Commission shall be empowered to 
adopt delegated acts in accordance with
Article 22 to adapt the requirements in 
paragraphs 3 and 4 taking into account 
scientific and market developments and to 
adopt and adapt the position, format, 
layout, designand rotation of the health 
warnings. 

Amendment 66
Proposal for a directive
Article 22 – paragraph 2

Text proposed by the Commission Amendment

2. The power to adopt delegated acts 
referred to in Articles 3(2), 3(3), 4(3), 4(4), 
6(3), 6(9), 6(10), 8(4), 9(3), 10(5), 11(3), 
13(3), 13(4), 14(9), 18(2) and 18(5) shall 

2. The power to adopt delegated acts 
referred to in Articles 6(9) and 14(9) shall 
be conferred on the Commission for an 
indeterminate period of time from [Office 
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be conferred on the Commission for an 
indeterminate period of time from [Office 
of Publications: please insert the date of the 
entry into force of this Directive].

of Publications: please insert the date of the 
entry into force of this Directive].

Amendment 67
Proposal for a directive
Article 22 – paragraph 3

Text proposed by the Commission Amendment

3. The delegation of powers referred to in 
Articles 3(2), 3(3), 4(3), 4(4), 6(3), 6(9) , 
6(10), 8(4), 9(3), 10(5), 11(3), 13(3), 13(4), 
14(9), 18(2) and 18(5) may be revoked at 
any time by the European Parliament or by 
the Council. A decision to revoke shall put 
an end to the delegation of the power 
specified in that decision. It shall take 
effect the day following the publication of 
the decision in the Official Journal of the 
European Union or at a later date specified 
therein. It shall not affect the validity of 
any delegated acts already in force.

3. The delegation of powers referred to in 
Articles 6(9) and 14(9) may be revoked at 
any time by the European Parliament or by 
the Council. A decision to revoke shall put 
an end to the delegation of the power 
specified in that decision. It shall take 
effect the day following the publication of 
the decision in the Official Journal of the 
European Union or at a later date specified 
therein. It shall not affect the validity of 
any delegated acts already in force.

Amendment 68
Proposal for a directive
Article 22 – paragraph 5

Text proposed by the Commission Amendment

5. A delegated act pursuant to Articles
3(2), 3(3), 4(3), 4(4), 6(3), 6(9) , 6(10), 
8(4), 9(3), 10(5), 11(3), 13(3), 13(4), 14(9), 
18(2) and 18(5) shall enter into force only 
if no objection has been expressed either 
by the European Parliament or the Council 
within a period of two months of 
notification of that act to the European 
Parliament and the Council or if, before the 
expiry of that period, the European 
Parliament and the Council have both 
informed the Commission that they will 
not object. That period shall be extended 
by two months at the initiative of the 

5. A delegated act pursuant to Articles 6(9) 
and 14(9) shall enter into force only if no 
objection has been expressed either by the 
European Parliament or the Council within 
a period of two months of notification of 
that act to the European Parliament and the 
Council or if, before the expiry of that 
period, the European Parliament and the 
Council have both informed the 
Commission that they will not object. That 
period shall be extended by two months at 
the initiative of the European Parliament or 
of the Council.
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European Parliament or of the Council.

Justification

See ‘Short Justification’.

Amendment 69
Proposal for a directive
Article 23 – paragraph 1 – subparagraph 1

Text proposed by the Commission Amendment

No later than five years from the date 
specified in Article 25 paragraph 1, the 
Commission shall submit to the European 
Parliament, the Council, the European 
Economic and Social Committee and the 
Committee of the Regions a report on the 
application of this Directive.

No later than three years from the date 
specified in Article 25 paragraph 1, the 
Commission shall submit to the European 
Parliament, the Council, the European 
Economic and Social Committee and the 
Committee of the Regions a report on the 
application of this Directive.

Amendment 70
Proposal for a directive
Article 23 – paragraph 3 a (new)

Text proposed by the Commission Amendment

3a. Prior to the publication of the report, 
accompanied by any proposals for 
amendments to this Directive, the 
Commission may only use the powers 
hereby conferred on it in the case of the 
adaptation of the Directive to new 
scientific evidence.

Justification

To avoid excessively frequent legislative changes, forcing the Member States to constantly 
adapt their legislation, the Commission is required only to use the powers conferred on it in 
cases of absolute necessity, backed by clear scientific evidence.

Amendment 71

Proposal for a directive
Article 24 – paragraph 2



AD\940520EN.doc 43/45 PE508.180v02-00

EN

Text proposed by the Commission Amendment

2. However, a Member State may 
maintain more stringent national 
provisions, applicable to all products 
alike, in areas covered by the Directive, on 
grounds of overriding needs relating to 
the protection of public health. A Member 
State may also introduce more stringent 
provisions, on grounds relating to the 
specific situation of this Member State 
and provided the provisions are justified 
by the need to protect public health. Such 
national provisions shall be notified to the 
Commission together with the grounds for 
maintaining or introducing them. The 
Commission shall, within six months from 
the date of receiving the notification, 
approve or reject the provisions after 
having verified, taking into account the 
high level of health protection achieved 
through this Directive, whether or not 
they are justified, necessary and 
proportionate to their aim and whether or 
not they are a means of arbitrary 
discrimination or a disguised restriction 
on trade between the Member States. In 
the absence of a decision by the 
Commission within this period the 
national provisions shall be deemed to be 
approved.

2. This Directive shall not affect the right 
of Member States to keep or introduce, in 
accordance with the Treaty, more 
stringent rules concerning the 
manufacture, import, sale and 
consumption of tobacco products which 
they deem necessary in order to protect 
public health, in-so-far as such rules fall 
outside the scope of the provisions of this 
Directive.

Amendment 72

Proposal for a directive
Article 24 – paragraph 3

Text proposed by the Commission Amendment

3. This Directive shall not affect the right 
of Member States to maintain or 
introduce, in accordance with the Treaty, 
national provisions concerning aspects 
not regulated by this Directive. These 
national provisions must be justified by 
overriding reasons of public interest and 

deleted
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be necessary and proportionate to their 
aim. They must not be a means of 
arbitrary discrimination or a disguised 
restriction on trade between the Member 
States and must not jeopardise the full 
application of this Directive.

Amendment 73

Proposal for a directive
Article 26 – paragraph 1 – point a

Text proposed by the Commission Amendment

(a) tobacco products; (a) cigarettes and roll-your-own tobacco;

Amendment 74

Proposal for a directive
Article 26 – paragraph 1 – point b

Text proposed by the Commission Amendment

(b) nicotine containing products below the 
threshold set out in Article 18(1);

deleted

Amendment 75

Proposal for a directive
Article 26 – paragraph 1 a (new)

Text proposed by the Commission Amendment

Member States may allow tobacco 
products other than cigarettes and roll-
your-own tobacco, which are not in 
compliance with this Directive, to be 
placed on the market until [Publications 
Office, please insert the exact date: entry 
into force + 42 months]:
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