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NOTICE TO MEMBERS
(18/2013)

Subject: Reasoned opinion by the Czech Chamber of Deputies on the proposal for a 
Directive of the European Parliament and of the Council on the approximation of 
the laws, regulations and administrative provisions of the Member States 
concerning the manufacture, presentation and sale of tobacco and related products
(COM(2012)0788 – C7-0420/2012 – 2012/0366(COD))

Under Article 6 of the Protocol (No 2) on the application of the principles of subsidiarity and 
proportionality, any national parliament may, within eight weeks from the date of 
transmission of a draft legislative act, send the Presidents of the European Parliament, the 
Council and the Commission a reasoned opinion stating why it considers that the draft in 
question does not comply with the principle of subsidiarity.

Under Parliament’s Rules of Procedure the Committee on Legal Affairs is responsible for 
compliance with the subsidiarity principle.

Please find attached, for information, a reasoned opinion by the Czech Chamber of Deputies 
on the above-mentioned proposal.
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ANNEX

Parliament of the Czech Republic
CHAMBER OF DEPUTIES

2013
Sixth parliamentary term

282th

RESOLUTION

of the Committee on European Affairs
41st meeting, 24 January 2013 

On the Proposal for a directive of the European Parliament and the Council on the 
approximation of laws, regulations and administrative provisions of the Member States 
concerning the manufacture, presentation and sale of tobacco and related products 
(18068/12, COM(2012)788 final)
___________________________________________________________________________

The Committee on European Affairs, after hearing information presented by Jaroslava 
Beneš-Špalková, Vice-Minister for Agriculture, and Dr Ferdinand Polak, Vice-Minister for 
Health, after hearing the report of Jan Bauer MP, and after an exchange of views,

approves  the opinion annexed to this resolution.

signed: Jaroslav Lobkowicz signed: Jan Bauer
Committee Verifier Committee Rapporteur and Chair
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Annex to Resolution No 282

Proposal for a directive of the European Parliament and the Council on the 
approximation of laws, regulations and administrative provisions of the 

Member States concerning the manufacture, presentation and sale of 
tobacco and related products

COM(2012)788 final (Council No 18068/12)
Interinstitutional file 2012/0366 (COD)

 Legal basis:
Article 114 of the Treaty on the Functioning of the European Union

 Date submitted to the Chamber of Deputies by the Committee on European Affairs:
4. 1. 2013

 Date of consideration by the committee:
24. 1. 2013 (1st phase)

 Procedure:
codecision

 Provisional opinion of the government (pursuant to Article 109a(1) of the Rules of 
Procedure of the Chamber of Deputies):
Dated 21.1.2013, forwarded to the Committee on European Affairs on 23.1.13 via the 
ISAP system.

 Evaluation with regard to the subsidiarity principle:
Proposal for a directive COM(2012)788 final does not comply with the principle of 
subsidiarity (see below).

 Justification and subject:

According to the Commission figures, smoking is the single largest cause of avoidable 
death in the European Union, accounting for over half a million deaths each year in the 
EU. It is estimated that 25% of all cancer deaths and 15% of all deaths in the Union could 
be attributed to smoking1. However, from a purely utilitarian point of view, the tobacco 
industry is a major employer in the European Union, and taxes on the sale of tobacco 
products make up a significant proportion of tax revenue flowing into the Member States’ 

                                               
1 Survey on Tobacco – Analytical report, Flash EB Series 253, The Gallup organisation, March 2009. 
Available online here: 
http://ec.europa.eu/health/ph_determinants/life_style/Tobacco/Documents/eb_253_en.pdf
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coffers1. 

The EU’s powers concerning the tobacco market are conferred by Article 114 of the 
Treaty on the Functioning of the European Union (hereinafter ‘TFEU’, formerly Article 
100(a) of the EEC Treaty, as amended by the Single European Act, formerly Article 95 of 
the EEC Treaty, as amended by the Treaty of Amsterdam). Their scope encompasses not 
only the establishing and improving of the internal market, as stipulated in Article 114(1) 
of the TFEU but also the obligation to protect human health under Article 114(3). 
Similarly, the European Court of Justice stated in its judgment in Case C-376/98 ‘Federal 
Republic of Germany v. European Parliament and Council of the European Union’ that 
‘public health protection is a decisive factor in the choices to be made’ with regard to 
establishing and improving the single market.

The European Union established rules on the trade in tobacco products in the late 1980s 
with the adoption of a series of directives2 governing the tar content of tobacco products, 
the use of chewing tobacco and the labelling of tobacco products. The legislation currently
in force, namely Directive 2001/37/EC of the European Parliament and of the Council on 
the approximation of the laws, regulations and administrative provisions of the Member 
States concerning the manufacture, presentation and sale of tobacco products, has
consolidated and revised the initial, rather piecemeal rules.

European regulation of the market in tobacco products was already in force when the 
underlying legislative acts were challenged at the European Court of Justice by tobacco 
producers or by Member States representing their interests. Despite the broad sweep of the 
arguments made in the plaintiffs’ conclusions (such as non-compliance with the principle 
of subsidiarity, the principle of proportionality, and the directive being in breach of the 
TRIPS Agreement), the Court of Justice concluded that the Tobacco Products Directive 
(and the directives it replaced) were consistent with EU law3. However, the Court ruled in 
favour of the tobacco producers in respect of rules for advertising their products and 
annulled the Tobacco Advertising Directive4 citing an incorrect choice of legal basis. It 
should be noted that the rules for tobacco advertising are quite separate from those 
governing tobacco products. 

More than ten years have passed since the adoption of Directive 2001/37/EC, a period that 

                                               
1 According to a controversial cost-benefit analysis conducted by Arthur D. Little International, 
entitled ‘Public Finance Balance of Smoking in the Czech Republic’ and commissioned by the tobacco 
company Philip Morris ČR a. s., smoking benefits the Czech Republic to the tune of EUR 5.815 billion 
per year, including cost savings made on expenditure for retirement homes and pensions as a result of 
the increase in mortality. Available online here: 
http://hadm.sph.sc.edu/Courses/Econ/Classes/cbacea/czechsmokingcost.html
2 Directives 89/622/EEC, 90/239/EEC and 92/41/EEC.
3 C-491/01, the ‘Imperial Tobacco’ case: see paragraphs 42 – 111 on the legal basis; paragraphs 112 -141 
on the principle of proportionality; paragraphs 173 – 185 on the principle of subsidiarity. C-210/03, the 
‘Swedish Match’ case: see paragraphs 27 – 45 on the legal basis; see paragraphs 46 - 58 on the principle 
of proportionality; see paragraphs 72 – 74 on the right of property.
4 C-376/98 Federal Republic of Germany v. European Parliament and Council (‘Advertising and 
sponsorship of tobacco products’): points 117 and 118.
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has heralded changes in the tobacco market, both in terms of scientific research and the 
global legal landscape. The Commission therefore considers that measures need to be 
taken in order to reflect changes in the tobacco market. It is also acting in response to 
repeated calls from the European Parliament and the Council to adopt a proposal for the 
revision of the existing directive on tobacco products. The Commission was due to submit 
a proposal in autumn 2012, but the procedure was suspended on account of the corruption 
scandal concerning that very proposal that led to the resignation of Commissioner John 
Dalli1. 

 Content and impact:

The Proposal for a directive of the European Parliament and the Council on the 
approximation of laws, regulations and administrative provisions of the Member States 
concerning the manufacture, presentation and sale of tobacco and related products 
(hereinafter ‘proposal for a directive’) was adopted by the Commission on 
19 December 2012. It contains four titles and 29 articles. 

Title 1 of the proposal for a directive sets out its purpose, namely the approximation of 
Member States’ laws, regulations and administrative provisions concerning tobacco 
products, and defines the key terms used in the field. The definitions of the various terms 
contained in the proposal for a directive are much wider ranging than those used in the 
directive currently in force, Directive 2001/37/EC (hereinafter ‘directive in force’). The 
proposal for a directive contains a total of 36 definitions while the directive in force 
provides only five. The proposal for a directive, for example, gives not only a general 
definition of tobacco products, but also specific definitions of cigars, cigarettes, cigarillos 
and chewing tobacco. 

Title II of the proposal for a directive specifically concerns tobacco products, namely 
products usable for consumption by consumers and consisting of, even only partly, 
tobacco. Tobacco products are divided up into several subcategories for ease of 
understanding.

 Ingredients and emissions (Articles 3 to 6 of the proposal for a directive)
Articles 3 and 4 of the proposal for a directive include the provisions of the directive in 
force on maximum yields for tar, nicotine, carbon monoxide and other of emissions of 
tobacco, as well as the provisions on measurement methods. The proposal also keeps the 
requirement for manufacturers and importers of tobacco products to report on the 
ingredients used in such products. New provisions are, however, introduced on a common 
electronic format for reporting these ingredients (Article 5 of the proposal for a directive). 

                                               
1 According to the investigation by OLAF, the EU’s antifraud office, a Maltese entrepreneur close to 
Commissioner Dalli had tried to gain financial advantages from ‘Swedish Match’, a Swedish producer 
of chewing tobacco, in return for efforts to influence future legislative proposals on tobacco products, 
in particular on the EU export ban on chewing tobacco. OLAF presented its findings to the 
Commission, which led to Commissioner Dalli’s resignation. An investigation by the Maltese 
authorities is under way (see the press statement on behalf of the European Commission, Brussels, 16 
October 2012, available online here: http://europa.eu/rapid/press-release_MEMO-12-788_en.htm). 
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The proposal for a directive lays down rules on the ingredients of tobacco products, since 
no such rules appear in the directive in force. This area is to be regulated since Article 
6(1) of the proposal for a directive stipulates that Member States must ban the sale of 
tobacco products with a characterising flavour. This ban will not, however, concern the 
use of additives which are essential for the manufacture of tobacco products, as long as 
the additives do not result in a product which has a characterising flavour. Three groups of 
additives are to be banned: vitamins and other additives that create the impression that a 
tobacco product has a health benefit or presents reduced health hazards; caffeine and 
taurine and other additives and stimulant compounds that are associated with energy and 
vitality and additives having colouring properties for emissions. The proposal for a 
directive also prohibits the use of flavourings in the components of tobacco products such 
as filters, papers, packages, capsules or any technical features which make it possible to 
change the flavour or smoke intensity. The proposal exempts tobacco products other than 
cigarettes, roll-your-own tobacco and smokeless tobacco products, i.e. cigars, cigarillos 
and pipe tobacco, from this ban. The Commission has justified this exemption on the 
grounds that these products are mainly consumed by older consumers, while the focus of 
this proposal is to regulate tobacco products in such a way as to avoid encouraging young 
people to start using tobacco. 

 Labelling and packaging (Articles 7 to 13 of the proposal for a directive)
Another important area that is to change with the proposal for a directive is the packaging 
and labelling of tobacco products. Each unit packet of tobacco products and any outside 
packaging are to carry health warnings in the official language or languages of the 
Member State where the product is placed on the market. Combined warnings made up of 
a health warning and a photograph (Article 9 of the proposal for a directive) are to be 
introduced. The warning should cover 75 % of both the front and back surface of the unit 
packet and of any outside packaging of tobacco products. Under the directive in force, 
only warning messages are mandatory. The proposal for a directive lays down fairly strict 
rules governing combined health warnings. The warning messages are listed in Annex I of 
the proposal for a directive, and are identical to those in the directive in force. The 
corresponding colour photographs are to be held in the library of images that the 
Commission will establish under its power to adopt delegated acts. In addition, all exterior 
packaging will have to include information to help consumers stop smoking, such as quit-
lines and relevant e-mail addresses or websites. Fifty per cent of the lateral sides of the 
unit packets must be covered by the general warning ‘Smoking kills – quit now’ and the 
information message ‘Tobacco smoke contains over 70 substances known to cause cancer’ 
(Article 8 of the proposal for a directive). Each unit package must also be marked with a 
unique identifier and a security feature (Article 14 of the proposal for a directive).

The proposed rules include certain derogations concerning, for example, the labelling of 
tobacco for smoking other than cigarettes and roll-your-own tobacco (Article 10 of the 
proposal for a directive). Specific rules are laid down for the labelling of smokeless 
tobacco products (Article 11 of the proposal for a directive). The main thrust of the rules 
has been taken from the directive in force, but the proposal for a directive introduces the 
requirement for producers to print a health warning on the two largest sides of each unit 
packet.
It also includes much more detailed and comprehensive rules on product description 
(Article 12 of the proposal for a directive) than are provided for in Article 7 of the 
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directive in force, which simply states that the packaging of tobacco products may not 
contain text, names, trade marks and figurative or other signs indicating that a particular 
tobacco product is less harmful than others. The new rules stipulate that the labelling of a 
unit packet and the tobacco product itself cannot include any element or feature promoting 
it by means that are false, misleading or deceptive, or which resembles a food product or 
refers to flavour, taste, any flavourings or other additives or the absence thereof. It also 
explicitly states that cigarettes with a diameter of less than 7.5 mm (known as ‘slim’ 
cigarettes) shall be deemed to be misleading. 

The proposal for a directive also lays down rules on the appearance and content of unit 
packets (Article 13), stipulating that unit packets of cigarettes must have a cuboid shape 
and contain at least 20 cigarettes, and that packs of roll-your-own tobacco must be in the 
form of a pouch with a flap of an exact size and must contain at least 40 g of tobacco. The 
proposal for a directive also introduces new requirements concerning the materials that 
may be used to manufacture and seal unit packets, an area not covered by the directive in 
force. 

 Traceability and security features (Article 14 of the proposal for a directive)
The directive in force includes, in Article 5(9), rules to ensure the identification and 
traceability of products, which stipulate that the batch number or equivalent must be 
indicated on the unit packet in an appropriate form stating the time and place of 
manufacture. The Commission has been empowered to adopt technical measures to 
enforce compliance with these rules, but it has yet to do so.

The proposal for a directive states that Member States must ensure that each unit packet of 
a tobacco product carries a unique identifier that provides the required information, such 
as the date and place of manufacture, the manufacturing facility and the production shift 
or time of manufacture (Article 14). It also fine-tunes the EU’s arrangements for 
monitoring and checking the packaging of tobacco products along the entire supply chain,
with the exception of retail sale. It also obliges the Member States to ensure that 
manufacturers of tobacco products conclude data storage contracts with an independent 
third party, in order to ensure the independence of the system and full transparency and 
accessibility by Member States and the Commission. The proposal also stipulates that all 
unit packets of tobacco products which are placed on the market must carry, in addition to 
a unique identifier, a security feature to verify their authenticity. Tobacco products other 
than cigarettes and roll-your-own tobacco will be exempted from these rules for a period 
of five years. 

 Tobacco for oral use (Article 15 of the proposal for a directive)
The proposal for a directive maintains the derogation granted to Sweden from the ban on 
the sale of tobacco for oral use, in accordance with Article 151 of the Act of Accession of 
Austria, Finland and Sweden (Article 15 of the proposal for a directive and Article 8 of 
the directive in force). 

 Cross-border distance sales of tobacco products (Article 16 of the proposal for a 
directive)

The directive in force does not apply to cross-border sales. The proposal for a directive 
includes a new reporting obligation for retailers of tobacco products intending to engage 
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in cross-border distance sales. Such retailers will have to register with the competent 
authorities in the Member State where the retail outlet is established and in the Member 
State where their actual or potential consumers are located. They must also provide the 
necessary information such as their name or company name, the starting date of the 
activity and the website used for this purpose. They must also put in place an age 
verification system, which verifies that the consumer is over the statutory minimum age in 
the Member State of destination at the time of sale.

 Novel tobacco products (Article 17 of the proposal for a directive)
The directive in force does not regulate novel tobacco products. Article 2(23) of the 
proposal for a directive defines novel tobacco products as any tobacco product other than 
cigarettes, roll-your-own tobacco, pipe tobacco, water-pipe tobacco, cigars, cigarillos, 
chewing tobacco, nasal tobacco or tobacco for oral use which is placed on the market after 
the entry into force of the proposal for a directive. The proposal introduces new rules 
obliging producers and importers of tobacco products to 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. Producers and importers must also provide the authorities 
with the available scientific studies on toxicity, addictiveness and attractiveness of the 
product, in particular as regards its ingredients and emissions. The article adds that novel 
tobacco products placed on the market must respect the requirements set out in the 
proposal for a directive.

Title III of the proposal provides for the regulation of non-tobacco products containing 
nicotine (Article 18) and herbal products for smoking (Article 19). These provisions are 
not included in the directive in force. 

The proposal for a directive divides non-tobacco products containing nicotine into two 
categories according to the concentration of their nicotine content. Products whose 
nicotine concentration exceeds the thresholds laid down in Article 18 of the proposal for a 
directive may only be placed on the market if they have been authorised in accordance 
with 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.
Products whose level of nicotine is lower than the thresholds will be regulated by the 
proposal for a directive, which sets rules governing their size and appearance, and must 
carry the health warning ‘this product contains nicotine and can damage your health’. 

Herbal products for smoking fall outside the scope of the directive in force. The proposal 
for a directive includes provisions on labelling requirements, particularly the obligation 
for each unit packet and any outside packaging to carry the health warning ‘this product 
can damage your health’. 

Title IV of the proposal for a directive contains certain final provisions regulating, inter 
alia, cooperation and enforcement (Article 20), it also addresses issues of comitology 
(Article 21) and the arrangements for the use of the powers conferred on the Commission 
(Article 22). The proposal contains relatively detailed provisions on the Commission’s 
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powers to adopt delegated acts. The adoption of the proposal for a directive in its current 
form would notably empower the Commission to determine, by means of an 
implementing act, at the request of a Member State or on its own initiative, if a tobacco 
product has a characterising flavour (Article 6(1)and(2)), or whether it contains additives 
in quantities that increase in an appreciable manner at the stage of consumption the toxic 
or addictive effect of a tobacco product (Article 6(7) and (8)). The Commission could, for 
example, amend by means of a delegated act Annex I, which lists the warning messages 
(Article 9(3(a)). Under Article 290 of the TFEU, a legislative act may delegate to the 
Commission the power to adopt non-legislative acts of general application to supplement 
or amend certain non-essential elements of the legislative act. This does not apply in the 
case of the essential elements of a legislative act. The proposed delegation of powers does 
not appear to be consistent with the rules of primary law. 

Under Article 24(2) of the proposal for a directive, the Member States may maintain or 
introduce more stringent provisions, provided that they are justified by the need to protect 
public health. Such national provisions must be the object of prior notification to the 
Commission.

With a view to implementing the proposal for a directive, the Member States will have 18 
months, counting from the date of its entry into force, to bring into force the laws, 
regulations and administrative provisions necessary to comply with it. 

 Opinion of the Government of the Czech Republic:

The Ministry of Agriculture, instructed by the European Affairs Committee to consider 
the proposal for a directive on behalf of the Government, has issued a negative opinion. It 
is particularly opposed to the banning of products with a characterising flavour other than 
tobacco, including menthol cigarettes. It is also opposed to increasing the size of warnings 
on the packaging of smoking tobacco, citing provisions guaranteeing the protection of 
industrial property rights in international conventions and the Charter of Fundamental 
Rights, and against the introduction of pictorial warnings. The Ministry also believes the 
scope of the powers delegated to the Commission to be too great.

 Timetable for consideration of the proposal by the European institutions

The European Parliament committee responsible for examining the proposal is the 
Committee on Environment, Public Health and Food Safety (ENVI). The proposal will 
also be examined by the Committee on Constitutional Affairs (AFCO), the Committee on 
Internal Market and Consumer Protection (IMCO) and the Committee on Industry, 
Research and Energy (ITRE). The timetable for examination of the proposal by the 
European Parliament is not yet known. 

 Conclusions:

The Committee on European Affairs 

1 . a p p r o v e s  the Czech Government’s opinion on the proposal for a directive of the 
European Parliament and of the Council on the approximation of the laws, regulations and 
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administrative provisions of the Member States concerning the manufacture, presentation 
and sale of tobacco products;

2 . i s  a g a i n s t the scale of the delegation of powers to the Commission, which would 
enable it to adopt non-legislative acts of general application;

3 . in accordance with the Protocol (No 2) on the application of the principles of subsidiarity 
and proportionality, a d o p t s  a  r e a s o n e d  o p i n i o n  on non-compliance with 
the principle of subsidiarity, considering that the objectives of the Directive could be 
achieved through action at national level. Measures to protect public health should take 
into account the differences between the Member States and should be taken at a level as 
close as possible to the citizens, i.e. at national level, in accordance with Article 168(7) of 
the TFEU;

4 . i n s t r u c t s its Chair to forward this resolution, pursuant to the Rules of Procedure of 
the Chamber of Deputies, via the Speaker of the Chamber of Deputies, to the  
Government, the Speaker of the Senate, the President of the European Parliament, the 
President of the Council and the President of the European Commission;

5. a s k s  t h e  G o v e r n m e n t to keep it informed of the forthcoming reviews of this 
document within the bodies of the Council;

6. f o r w a r d s the proposal for a directive to the Committee on Health for consideration.

Signed: Jaroslav Lobkowicz signed: Jan Bauer
Committee Verifier Committee Rapporteur and Chair
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Conclusions of Resolution No 282 of the European Affairs 
Committee, 41st meeting, 24 January 2013,

on the Proposal for a directive of the European Parliament and the Council on the 
approximation of laws, regulations and administrative provisions of the Member States 
concerning the manufacture, presentation and sale of tobacco and related products 
(18068/12, COM(2012)788 final)

The Committee on European Affairs 

1 . a p p r o v e s the Czech Government’s opinion on the proposal for a Directive of the 
European Parliament and of the Council on the approximation of the laws, regulations and 
administrative provisions of the Member States concerning the manufacture, presentation 
and sale of tobacco products;

2 . i s  a g a i n s t  the scale of the delegation of powers to the Commission, which would 
enable it to adopt non-legislative acts of general application;

3 . in accordance with the Protocol (No 2) on the application of the principles of subsidiarity 
and proportionality, a d o p t s  a  r e a s o n e d  o p i n i o n on non-compliance with 
the principle of subsidiarity, considering that the objectives of the Directive could be 
achieved through action at national level. Measures to protect public health should take 
into account the differences between the Member States and should be taken at a level as 
close as possible to the citizens, i.e. at national level, in accordance with Article 168(7) of 
the TFEU;

4 . i n s t r u c t s  its Chair to forward this resolution, pursuant to the Rules of Procedure of 
the Chamber of Deputies, via the Speaker of the Chamber of Deputies, to the  
Government, the Speaker of the Senate, the President of the European Parliament, the 
President of the Council and the President of the European Commission;

5. a s k s  t h e  G o v e r n m e n t  to keep it informed of the forthcoming reviews of this 
document within the bodies of the Council;

6. f o r w a r d s the proposal for a directive to the Committee on Health for consideration.


