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Subject: Reasoned opinion by the Portuguese Parliament 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 Portuguese Parliament on the 
above-mentioned proposal.
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ANNEX

 PARLIAMENT OF THE REPUBLIC OF PORTUGAL

RESOLUTION OF THE ASSEMBLY OF THE REPUBLIC

Adoption of the reasoned opinion on the non-compliance with the subsidiarity principle 
of 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

The Assembly of the Republic has decided, pursuant to Article 166(5) of the Constitution of 
the Portuguese Republic and Article 3(3) of Law No 43/2006 of 25 August, amended by Law 
No 21/2012 of 17 May, to send to the Presidents of the European Parliament, the Council and 
the Commission the reasoned opinion given hereafter on the non-compliance with the 
subsidiarity principle of 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)788]:

The proposal for a Directive of the European Parliament and of the Council infringes the 
subsidiarity principle insofar as the objective envisaged cannot be better achieved by this 
action by the Union.

Approved on 1 March 2013

THE PRESIDENT OF THE ASSEMBLY OF THE REPUBLIC 
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Opinion COM/2012/788.

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

Part I - Introductory note

In accordance with Article 7 of Law No 43/2006 of 25 August, amended by Law No 21/2012 
of 17 May, on monitoring, assessment and pronouncement by the Assembly of the Republic 
within the scope of the process of constructing the European Union, and with the 
methodology for scrutinising European Union initiatives, approved on 20 January 2010, the 
European Affairs Committee received 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 [COM(2012)788].

The above-mentioned initiative was forwarded to the Committee for the Economy and Public 
Works and the Committee on Health. Both committees have scrutinised the initiative in 
question and adopted the reports appended to this reasoned opinion, which form an integral 
part thereof.

Since the topic in question is of specific interest to the autonomous regions, it was submitted 
for scrutiny to the legislative assemblies of the autonomous regions of the Azores and of 
Madeira, which adopted the reasoned opinions appended to this reasoned opinion and which 
form an integral part thereof.

Part II - Recitals

1. In general:

The initiative under consideration aims to revise and modernise Directive 2001/37/EC of the 
European Parliament on the approximation of laws, regulations and administrative provisions 
of the Member States concerning the manufacture, presentation and sale of tobacco and 
related products, thereby improving the internal market,

The overall objective of the revision is to improve the functioning of the internal market by 
updating those spheres which have already been harmonised, including new measures not 
covered by the previous directive and closing legal loopholes.

From a health perspective, and pursuant to Article 114 of the Treaty on the Functioning of the 
European Union, the EU’s strategic objectives require it to protect the health of European 
citizens.
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Tobacco is an issue of fundamental importance to European health policy, as it accounts for 
some 700 000 deaths per year. The aim of the directive is to protect young people (70 % of 
smokers start smoking before the age of 18 and 94 % start before they reach 25, according to 
Eurobarometer data for 2012) and ensure that all citizens are able to make informed choices 
about tobacco products and their specific consequences.

According to the initiative, the revision of the Tobacco Products Directive (TPD) focuses on 
the following areas:

(a) Ingredients and emissions

The maximum yields of tar, nicotine and carbon monoxide as well as the measurement 
methods remain the same as in Directive 2001/37/EC.

Directive 2001/37/EC stipulates that Member States require manufacturers and importers of 
tobacco products to report on the ingredients used in such products. The proposal under 
consideration keeps in place this mandatory reporting system of ingredients and, in addition, 
foresees a common electronic format for reporting. Manufacturers are required to provide 
supporting data (such as marketing reports).

Fees charged by Member States for handling the information submitted to them shall not 
exceed the cost attributable to those activities. In addition, the proposal foresees that any 
placing on the market of new or modified tobacco products must not take place before the 
submission of ingredients data. Reported data, except for confidential information, is 
published. 

The harmonised reporting format and mandatory reporting will create a level playing field and 
facilitate the collection, analysis and monitoring of data. It will also reduce the administrative 
burden on the industry, Member States and the Commission and provide a more robust system 
for handling sensitive data.

The current Directive 2001/37/EC does not harmonise Member States’ regulation on 
additives. Some Member States have therefore adopted legislation or concluded agreements 
with industry which allow or prohibit certain ingredients. As a result, some ingredients are 
forbidden in some Member States, but not in others.

The proposal establishes that tobacco products with characterising flavours, such as fruit 
flavours or chocolate, are prohibited.

Test panels will assist in the decision-making process.

Additives associated with energy and vitality (caffeine, taurine, etc), or which create the 
impression that products have health benefits (e.g. vitamins) are prohibited. No flavourings 
are allowed in filters, papers or packages.

Tobacco products with increased toxicity or addictiveness shall not be placed on the market. 
Member States shall ensure that provisions or conditions set out under REACH are applied to 
tobacco products as appropriate.
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The proposal exempts tobacco products other than cigarettes, roll-your-own tobacco and 
smokeless tobacco products (i.e. cigars, cigarillos and pipe tobacco) from some provisions, 
such as the prohibition of products with characterising flavours. This exemption is justified, 
considering that these products are mainly consumed by older consumers, while the focus of 
this proposal is to regulate tobacco products in such a way that they do not encourage young 
people to start using tobacco

The exemption shall be removed if there is a substantial change of circumstances (in terms of 
sales volume or prevalence level among young people). 

The proposal addresses the heterogeneous development in Member States in relation to 
ingredients regulation and takes into account international developments, such as FCTC 
provisions on the regulation of the contents of tobacco products and guidelines therein.

(b) Packaging and labelling

The proposal foresees that combined warnings (picture plus text) of 75 % should be displayed 
on both sides of the packages of tobacco products, with an information message referring to 
harmful substances of tobacco.

The proposal also includes requirements for packages, e.g. cuboid shape for cigarette 
packages and a minimum number of cigarettes per package (20 cigarettes).

The proposal will both ensure effective display of the health warnings and leave a certain 
space on the package for display of trademarks, with compulsory minimum sizes for both 
warnings and packages.

(c) Traceability and security features

Directive 2001/37/EC grants a power to the Commission to adopt technical measures related 
to traceability and identification, but this power has not been used. Since the concept of 
traceability has evolved over recent years, it is necessary to adapt and complete the legislation 
in terms of traceability and security features.

The proposal foresees an EU tracking and tracing system at packet level for tobacco products 
throughout the supply chain (excluding retail).

Member States shall ensure that manufacturers of tobacco products conclude data storage 
contracts with independent third parties in order to ensure independence of the system and full 
transparency and accessibility by Member States and the Commission at all times.

The proposal ensures compliance with the requirements of the Directive, creates a level 
playing field between different operators (currently only the biggest four tobacco 
manufacturers are required to develop and use tracking and tracing systems), facilitates 
market surveillance and empowers consumers in verifying the authenticity of tobacco 
products.

(d) Tobacco for oral use

The ban on placing on the market of tobacco for oral use (snus) as set out in Directive 
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2001/37/EC is maintained, with Sweden being exempted from the ban.

The current ban was seen as proportionate by the Court of Justice of the European Union in 
2004 due to the harmful effects, the uncertainty of oral tobacco as a substitute for cigarettes, 
the addictive and toxic properties of nicotine, oral tobacco’s risk potential for young people 
and the novelty of the product.

(e) Cross-border distance sales of tobacco products

Cross-border distance sales of tobacco products fall outside the scope of Directive 
2001/37/EC.

The proposal includes a notification obligation for retailers of tobacco products intending to 
engage in cross-border distance sales.

The proposal allows Member States to require the retailer to appoint a natural person, who 
ensures compliance with the Directive of products delivered to customers in Member States 
concerned. A mandatory age verification mechanism is also foreseen.

The proposal facilitates legal activity without removing any sales channels, while allowing 
consumers legitimate access to tobacco products not available on their domestic market. It 
reinforces the effect on the internal market by preventing the purchase of products not 
complying with the provisions of the Directive, including health warnings in the right 
language and ingredients regulation. It also seeks to address underage purchasing. An 
unintended side-effect is that the proposal will reduce the availability of cheaper products 
which do not respect national price policies.

(f) Novel tobacco products

Novel tobacco products are products containing tobacco which do not fall within any of the 
established product categories (e.g. cigarettes, roll-your-own tobacco, pipe tobacco, water-
pipe tobacco, cigar, cigarillo, chewing tobacco, nasal tobacco or tobacco for oral use) and 
which are placed on the market after the entry into force of the Directive. These products will 
have to respect the requirements of the Directive (e.g. in terms of labelling and ingredients) to 
ensure a level playing field, and the applicable rules will depend on whether the product 
involves a combustion process or not.

The proposal also foresees a notification obligation for novel tobacco products, and a report 
on the market development in these products will be issued by the Commission five years 
after the transposition deadline of the Directive.

The introduction of a notification system for novel tobacco products will help to increase the 
knowledge base as regards these products with a view to possible future amendments to the 
Directive.

(g) Nicotine-containing products

Nicotine-containing products (NCP) fall outside the scope of Directive 2001/37/EC and 
Member States have so far taken different regulatory approaches to address these products, 
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including regulating them as medicinal products, applying certain provisions that are used for 
tobacco products or having no specific legislation.

The proposal stipulates that NCP that either have a nicotine level exceeding 2 mg, a nicotine 
concentration exceeding 4 mg per ml or whose intended use results in a mean maximum peak 
plasma concentration exceeding 4 ng per ml may be placed on the market only if they have 
been authorised as medicinal products on the basis of their quality, safety and efficacy, and 
with a positive risk/benefit balance.

The proposal removes current legislative divergence between Member States and the 
differential treatment between nicotine replacement therapies and nicotine-containing 
products, increases legal certainty, consolidates the ongoing development in Member States 
and encourages research and innovation in smoking cessation with the aim of maximising 
health gains

(h) Herbal products for smoking

The proposal foresees adapted health warnings for herbal products for smoking to inform 
consumers about the adverse health effects of these products. In addition, the packaging 
thereof may not include information likely to mislead consumers..

2. Hearings

On 29 January 2013, at a joint hearing before the Portuguese parliamentary Committee on 
EuropeanAffairs, the Committee on the Economy and Public Works and the Committee on 
Health, the companies Tabaqueira (a subsidiary of Phillip Morris International), Empresa 
Madeirense de Tabacos and Fábrica de Tabacos Micaelense expressed their support for the 
adoption of a far-reaching, balanced  and evidence-based framework able to effectively 
respond to concerns linked to the nature of tobacco products raised by society as a whole and 
by the public health authorities in particular.

Nevertheless, they maintained that the revision of the Tobacco Products Directive (proposal 
for a directive) presented by the Commission is at odds with the principle of subsidiarity, 
since it is disproportionate and insufficiently justified in a number of respects and fails to take 
into consideration certain national characteristics, while disregarding socioeconomically 
negative effects which outweigh the health benefits. 

Doubts were also raised as to the EU’s power to legislate in some of the areas concerned, with 
these policy choices being seen as incompatible with the functioning of the internal market 
and likely to introduce functional distortions, with considerable impact on employment, 
competition and tax revenue and no guarantee that the proposed health protection objectives 
would be achieved.

They also expressed the view that the EU has no generic legislative powers in the field of 
public health. Given that public health policy is a competence of the Member States, the EU is 
only empowered to develop actions to support, coordinate or supplement the action of 
Member States. The TFEU itself states that ‘Union action shall respect the responsibilities of 
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the Member States for the definition of their health policy’ (Article 168(7)).

The legal basis on which this proposal for a directive is presented is the establishment and 
functioning of the internal market. The proposal thus aims to legislate on the internal market 
(Article 114 TFEU), with the sole objective of obliging Member States to adopt a series of 
public health measures, while disregarding the negative impact of these on the internal market 
itself. It was considered that the proposal for a directive eliminates any scope for product 
differentiation or innovation and unjustly prohibits a number of existing categories. It calls on 
Member States to apply further restrictions, such as ‘generic packaging’, which will 
inevitably lead to an incoherent complication of the existing laws in each of the 27 Member 
States. This will in no way help to improve or simplify the functioning of the internal market.

It was further stressed that, by banning low-risk tobacco products, the Commission seeks to 
deny Member States any possibility of autonomously developing their own strategic solutions 
for controlled access to alternative tobacco products posing lower risks to their citizens than 
conventional tobacco products. 

On 7 February 2013, the Committee on European Affairs and the Committee on Health held a 
joint hearing of a delegation from Japan Tobacco International (JTI), which expressed the 
opinion that, firstly, this proposal for a directive would remove powers from the Member 
States without providing evidence that national parliaments would be unable to achieve the 
same objectives with similar or better results, thereby infringing the subsidiarity principle and 
that, secondly, the proposal far exceeds what is needed to achieve its goal of developing the 
internal market, thereby infringing the proportionality principle. 

The legislative assembly of the Autonomous Region of the Azores also made use of its right 
to a hearing under Article 229(2) of the Portuguese Constitution and, in this particular case, 
under Article 3(4) of Law No 43/2006of 25 August, amended by Law No 21/2012 of 17 May.

The regional legislative assembly of the Azores considers that the proposal for a directive 
fails to comply with the principles of subsidiarity and proportionality.

The subcommittee of that parliament’s Standing Committee on Economic Affairs presented 
an opinion rejecting the adoption of the proposal for a directive, on the grounds that its 
adoption would distort the functioning of the internal market and that it violates fundamental 
rights enshrined in the Treaties.

Said opinion also emphasises that tobacco production is an activity of great importance for the 
archipelago, as demonstrated by the associated level of direct and indirect employment, 
positive externalities in the economy and generation of tax income – which has led to the 
creation of a differentiated regime for the autonomous Region of the Azores, based on the 
solidarity principle.

The subcommittee of the regional parliament of the Azores’ Standing Committee on 
Economic Affairs unanimously agreed to issue an unfavourable opinion on the proposal for a 
directive here under review.

The final joint hearing of the Committee on Health within the context of examining this 
proposal for a directive was held on 14 February 2013, with the Minister-Councillor at the 
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Polish Embassy, Dariusz Dudziak, who also rejected the terms of the initiative under review, 
based on an analysis of both the subsidiarity principle and the proportionality principle.

3. Legal basis

The proposal for a directive under review is based on Article 114 of the Treaty on the 
Functioning of the European Union.

4. Subsidiarity principle

Under the terms of Article 5(3) of the Treaty on European Union, the EU has the power to act 
‘only if and in so far as the objectives of the proposed action cannot be sufficiently achieved 
by the Member States (...) but can rather (...) be better achieved at Union level’. The principle 
of subsidiarity reflects the view that Member States should take priority over the EU, being 
entitled to act to the extent of their capacity to do so.

The Treaty also reflects the view that decisions should be taken as closely as possible to 
citizens, where possible at national level. In short, it dictates that the EU should exercise 
prudence and only (in areas of shared competence with Member States) act if Community 
action effectively adds value and produces benefits which cannot be achieved at local level.

As public health is an exclusive competence of Member States, the EU only has powers to 
support, coordinate or complete action undertaken by Member States in this sphere.

Furthermore, the Treaties specifically state that the EU ‘shall respect the responsibilities of 
the Member States for the definition of their health policy’.

The following three examples clearly illustrate how this proposal for a directive contradicts 
the principle of subsidiarity:

• The prohibition of the ‘regular size’ cigarette category in Portugal as a result of the 
provisions relating to the size of health warnings fails to respect the preferences of Portuguese 
consumers, in particular, without any justification either in terms of public health or in 
relation to the working of the internal market. It should be noted that Portugal stands out as 
one of the Member States with the lowest rate of tobacco consumption and has a higher 
percentage of citizens who have never smoked, as well as being one of the Member States 
with the lowest levels of tobacco use among minors. 

• The proposal for a directive eliminates and prohibits a group of products (commonly 
known as slim and mentholated cigarettes), small-sized indications of tar and nicotine content 
and the marketing of rolling tobacco in packets smaller than 40 grams. These measures do 
nothing to improve the functioning of the internal market.

• The blanket prohibition of certain low-risk products without looking at the evidence 
reveals the EU’s reluctance to allow Member States to put their own low-risk strategies into 
practice. There is nothing hypothetical about such strategies, as some Member States have 
already created their own legal framework for the regulation of low-risk products. Prohibition 
would interfere with the competence of these and other Member States to define their own 
public health policies.



PE506.347v01-00 10/11 CM\930214EN.doc

EN

In short, we can say that this proposal for a directive fails to clearly present the benefits of 
transferring the power to regulate on tobacco from the Member States to the Commission. 
This delegation of powers affects essential matters which are the responsibility of Member 
States and is carried out in an imprecise manner unclearly related to the Commission's 
objectives. 

5. Proportionality principle

The principle of proportionality requires that the content and form of the proposed action 
should not exceed what is necessary to achieve the objectives of the Treaty. Thus, whenever it 
is possible to pursue the same objective by various means, the path chosen should be the one 
by which the objective can most easily be attained.

It is important to note that the proposal for a directive goes beyond what is needed in order to 
improve the functioning of the market, and that it infringes the basic rights of economic 
operators (freedom to act within the market according to the rules of competition, freedom to 
differentiate their products, freedom to use legally-acquired distinctive brands and symbols) 
and adult consumers, particularly the freedom to make individual choices based on adequate 
and balanced information.

Furthermore, the proposal for a directive contradicts the case-law of the EU Court of Justice, 
which requires that when deciding among available alternatives the least burdensome option 
should be selected, and which warns of the need to ensure that the disadvantages incurred are 
not disproportionate to the objectives sought.

Despite the level of evidence required, many of the provisions of the proposal for a directive 
are clearly disproportionate and should be declared inadmissible on that basis. There is no 
indication that the internal market is likely to be improved by these measures, which are 
arbitrary and punitive, or that they will achieve the purported public health objectives.

Part III – Opinion

In light of the above-listed concerns and with reference to the report by the committee 
responsible, the Committee for European Affairs is of the opinion that:

1. The initiative under review infringes the principle of subsidiarity, in that where 
matters of joint responsibility are concerned the EU may only legislate in order to achieve 
results which cannot be obtained at local level, and because it withdraws powers from the 
Member States without demonstrating that the national parliaments would be unable to 
achieve the same or better results, which is a clear infringement of the principle of 
subsidiarity.

2. The initiative under review infringes the principle of proportionality, as EU law should 
not go beyond what is needed to achieve the aims of the Treaties. The initiative also clearly 
infringes the principle of proportionality by exceeding what is necessary to achieve its goal of 
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developing the internal market. 

3. In light of the above, and pursuant to Article 3(3) of Law No 43/2006 of 25 August, 
amended by Law no 21/2012 of 17 May, the draft resolution contained in the annex to this 
opinion should be brought before the plenary. 

4. With regard to the questions raised in the recitals, the Committee on European Affairs 
will continue to monitor the legislative process for this initiative through exchanges of 
information with the government.


