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Initial appraisal of a European Commission Impact Assessment

European Commission proposal for a Directive on the 
manufacture, presentation and sale of tobacco and related 

products

Impact Assessment (SWD (2012) 452, SWD (2012) 453 (summary)) for a Commission 
Proposal for a Directive 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).

 Background

This note seeks to provide an initial appraisal of the European Commission's Impact 
Assessment accompanying its proposal for a Directive on the manufacture, presentation and 
sale of tobacco and related products, submitted on 19 December 2012.

Tobacco is a legal product in the European Union. The value of the tobacco market (at retail 
level, including taxes and excise duties) is 136.5bn euro (IA, p. 9) and 28% of EU citizens 
indicated that they smoked some form of tobacco product in 2012 (IA, p. 13). However, the 
consumption of tobacco products involves health risks, increasing the likelihood of certain 
severe diseases, and constituting the largest single cause of premature death in the EU. 

The Commission wishes to update existing Directive 2001/37/EC on the approximation of the 
laws, regulations and administrative provisions of the Member States concerning the 
manufacture, presentation and sale of tobacco products (Tobacco Products Directive, TPD), by 
adjusting it to current developments and including so far uncovered areas.  The revision of the 
TPD focuses on five policy issues: (1) smokeless tobacco products (STP) and extension of the 
product scope (nicotine containing products and herbal products for smoking), (2) packaging 
and labelling, (3) ingredients and additives, (4) cross-border distance sales, and (5) traceability 
and security features.

Two follow-up reports by the Commission on the application of the TPD suggested expanding 
the scope and modifying the content of existing legislation1. According to these reports, stricter 
rules on labelling, packaging, ingredient reporting and new tobacco and nicotine products, 
should be considered. 

Furthermore, the Commission also bases the need for adjustment in the law on the 
requirements of the WHO Framework Convention on Tobacco Control (FCTC), to which both 

                                               
1 First Application Report COM(2005)339; Second Application Report COM(2007)754.
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the Member States and the EU are parties2. Both the European Parliament3 and the Council had 
asked the Commission repeatedly to bring forward a proposal on tobacco control legislation.

 Identification of the issue at stake

The IA clearly identifies the issue at stake and describes the problem in logical steps. The 
purpose of the proposal in question is stated as being to deal with the deficiencies in the 
internal market resulting from recent developments relating to the market, scientific evidence 
and international agreements. A detailed analysis of the market situation and statistics on the 
health consequences of tobacco consumption and resulting treatment costs are provided. An 
overview of the legislative background of tobacco control in the EU and of the content of the 
FCTC Convention and Guidelines is given. The current situation is said to interfere with the 
goals of the EU to ensure the well-being of its people (Article 3 TEU) and to provide a high level 
of health protection (Articles 168(1) and 114(3) TFEU). 

Five core problems are identified:

Problem 1: Smokeless tobacco and extension of the product scope

The TPD does not cover all types of tobacco related products. Deficient classification of 
products, different national policies and emerging online trade hinder enforcement of the 
Directive.

a. Smokeless tobacco products (STP), such as oral, chewing or nasal tobacco, are only partly 
regulated in the TPD. While oral tobacco is banned outside Sweden, the TPD stays 
unclear on other types of STP. Member States have reacted in different ways to 
innovations in this field, resulting in a heterogeneous market situation across the 
Union.

b. Nicotine containing products (NCP) are a matter of legal uncertainty. While some 
Member States treat NCP as medicinal products, others either ban them or have no 
regulation in place (IA, p. 26). In view of innovation in marketing and design (e.g. 
electronic cigarettes, which could imply serious health risks (IA, p. 27)), Member States 
have asked the Commission for orientation on the issue.

c. There is no level playing field concerning the regulation of herbal products for smoking, 
a situation which negatively affects cross-border trade. The health risks of these 
products are disputed.

                                               
2 The WHO Framework Convention on Tobacco Control is an international treaty, which was adopted in 
2003 and entered into force in 2005, aiming to promote public health in face of the globalization of tobacco 
use. The FCTC Convention sets legally-binding international standards for the 176 parties. Seven non-
binding Guidelines were adopted in order to assist parties to meet their obligations. Furthermore, a 
Protocol to Eliminate Illicit Trade in Tobacco Products was adopted in 2012 and is in the process of being 
signed and ratified. The FCTC Convention's requirements are met by the options chosen in the IA. 
However, the FCTC Guidelines go much further than the TPD, by recommending bans on tobacco vending 
machines, on advertising at the point of sale, and on internet sales, and consideration of the introduction 
of plain packaging.
3 EP resolution of 15 September 2011 on European Union position and commitment in advance to the UN 
high-level meeting on the prevention and control of non-communicable diseases (P7_TA(2011)0390); EP 
Resolution of 24 October 2007 on the Green Paper 'Towards a Europe free from tobacco smoke: policy 
options at EU level. (P6_TA(2007)0471); EP Resolution of 26 November 2009 on smoke free environments 
(P7_TA(2009)0100).
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Problem 2: Packaging and labelling

Existing legislation on packaging and labelling does not comply with the standards set out in 
the FCTC or correspond with new scientific evidence. Market developments, such as innovative 
packaging, challenge the provisions of the TPD. Varying national rules on warnings and 
packaging generate complex compliance requirements and costs within the sector.

Problem 3: Ingredients

a. Reporting: The TPD's provisions on 'ingredient reporting' have not been effective. The 
Commission has not compiled a list of ingredients, as foreseen in the TPD. Different 
reporting formats are used in the Member States. The industry has voiced concerns 
about confidential business information (IA, p. 35). No reliable means for informing 
consumers exists.

b. Ingredients regulation: New studies prove that certain additives (e.g. fruit, vanilla 
menthol) may encourage young people to start to smoke. Colouring agents (e.g. for 
blue smoke) and flavour could have an impact on the addictiveness, attractiveness and 
toxicity of tobacco products. Different national solutions generate compliance costs for 
the sector, as well as administrative burdens, affecting the functioning of the internal 
market and preventing the free movement of products (IA, p. 37).

In its second follow-up report on the TPD in 2001, the Commission states that it will study 
whether it is appropriate to include the tobacco leaf and other natural or unprocessed tobacco 
plant parts in the definition of ingredients, because concerns about radioactive substances in 
tobacco leaves have been raised. However, this issue is not mentioned in the IA.

Problem 4: Cross-border distance sales

Cross-border distance sales are not covered by the TPD and pose a risk of circumvention of 
taxes and of TPD provisions on consumer protection. Member States have introduced different 
restrictions on online sales of tobacco. The FCTC Convention regulates cross-border sales and 
the FCTC Guidelines recommend banning internet sales.

Problem 5: Traceability and security features

Illicit trade, such as contraband, counterfeit and illicit whites4 - puts products on the market that 
do not respect safeguards of the TPD and causes a loss in tax revenue. So far, unilateral action 
has had little effect and Member States take different approaches to regulating this problem.

 Objectives of the legislative proposal

The overall objective of the Commission proposal is 'to improve the functioning of the internal 
market, while ensuring a high level of health protection' for citizens (IA, p.47). The Commission 
seeks further to achieve a harmonised implementation of international obligations following 
from the FCTC. The IA clearly identifies general, specific and operational objectives.

                                               
4 Illicit whites are cigarettes manufactured for the sole purpose of being smuggled into and sold illegally in 
another market. 
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The general objectives for the internal market are:
1. to update already harmonized areas;
2. address product-related measures not yet covered by the TPD; and 
3. to ensure that certain provisions of the TPD are not circumvented.

These translate into the specific objectives of:
a. removing obstacles to cross-border trade and ensuring a level playing-field for 

manufacturers and other economic operators;
b. reducing the administrative burden on economic actors and public authorities due to the 

complexity of the current TPD and remaining disparities in legislation.

These are to be achieved by the operational objectives of:
1. removing unjustified differential treatment between products;
2. facilitating a level playing-field for economic actors in the markets for STP, NCP and 

herbal products for smoking, as well as for retailers involved in cross-border distance 
sale, and in traceability and security features;

3. removing national disparities and ensuring a harmonised approach in packaging, 
labelling, ingredients, traceability and security features;

4. unifying the rules on labelling and ingredients and establishing one single format for 
ingredient reporting; 

5. facilitating market surveillance by Member States and improving overall enforceability, 
including by reducing the number of products on the market which do not comply with 
TPD specifications.

The Commission indicates that an improvement of health should support the EU's broader 
goals to promote the well-being of its people (Article 3 TEU) and to enhance productivity and 
competitiveness (Europe 2020 strategy). The Commission therefore identifies the specific
consideration of providing a high level of protection to citizens throughout the EU, with a focus 
on young people. The operational considerations are to:

1. regulate the placing on the market of hazardous and potentially hazardous products; 
2. remove from the market products which are particularly attractive, in particular to young 

people, because of their appearance or taste/smell;
3. assist consumers in verifying the authenticity of tobacco products and to protect them 

against non-compliant supply;
4. inform the consumer, through labelling, about the harmful effects of tobacco and related 

products and to remove misleading information;
5. reduce easy availability and access of tobacco and related products, in the interest of 

protecting vulnerable groups, in particular young people; 
6. ensure that consumers across the EU benefit from a minimum level of protection when 

purchasing tobacco products (e.g. health warnings and ingredient control) and reduce the 
appeal of cheaply available illicit tobacco products, to protect vulnerable groups.

 Range of the options considered

A baseline scenario is posited which involves no policy change at EU level. In this case, in the 
absence of appropriate tobacco control measures at EU level, it is argued that it is likely that the 
decrease in prevalence of smoking in recent decades would go into reverse, at least in those 
Member States not taking appropriate action of their own. In addition, 'market developments in 
terms of packaging, ingredients, new products and sales strategies have the potential for 
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misleading consumers, undermining awareness of health risks and encouraging (in particular) 
young people to take up smoking.' (IA, p.43). The Commission gives short explanatory 
statements on the exclusion of several discarded policy areas from the IA.  Bans of tobacco 
vending machines and of advertising at the points of sales were discarded on the grounds of 
subsidiarity, although the FCTC Guidelines recommend such bans. 

For each of the problems identified above, the IA presents several options as possible policy 
solutions. A full list of these options is set out in Annex 1 to this appraisal. The Commission's 
preferred policy options are the following:

- to maintain the ban on oral tobacco, subject all novel tobacco products to a notification 
obligation and all smokeless tobacco products to stricter labelling and ingredients regulation;

- to subject nicotine containing products (NCP) over a certain nicotine threshold to the 
medicinal products' legislation and the remaining NCP to labelling requirements;

- to subject all herbal products for smoking to labelling requirements under the TPD;
- to impose mandatory enlarged picture warnings, plus to harmonise certain aspects of 

packets and to prohibit promotional and misleading elements;
- to impose mandatory reporting on ingredients in harmonised format, to prohibit tobacco 

products with characterising flavours and products with increased toxicity or 
addictiveness;

- to impose notification of cross-border distance sales in the Member States of the 
company's seat and where they intend to sell, plus a mandatory age verification system;

- to put in place a tracking and tracing system, complemented by security features.

 Subsidiarity

Like the current TPD, the proposal is based on Article 114 TFEU, the basis for the adoption of 
EU measures 'for the approximation of the provisions laid down by law, regulation or 
administrative action in Member States which have as their object the establishment of the 
internal market'. According to Article 114(3) TFEU, the Commission should aim at ensuring a 
high level of health protection in its proposal envisaged in paragraph 1 of Article 114.

The IA justifies the proposal in the light of subsidiarity: Member States are already prevented 
from acting unilaterally in harmonized areas of the TPD. Concerning the non harmonized areas, 
only a common approach can prevent industry having to adapt to each country's approach. 
Considering cross-border trade, in particular via the Internet, unilateral actions will not be 
effective. 

However, the national parliaments of eight Member States (Bulgaria, Czech Republic, Denmark, 
Greece, Italy, Portugal, Romania and Sweden) have issued reasoned opinions, raising problems 
with respect to the subsidiarity principle. Many of them concern the scale of the 'delegated acts' 
that the Commission would be authorised to take under the proposal. 

 Scope of the Impact Assessment

The IA is based on the assumption that the combination of policy options chosen will lead to a 
drop, over five years, of 2.0 per cent in consumption of factory manufactured cigarettes and 
'roll-your-own' tobacco, corresponding to a reduction of 2.4 million smokers (IA, Annex 5, p. 1). 
The basis for this assumption could usefully be explained in greater detail. For each of the listed 
policy options, the IA includes an assessment of the extent to which the measure would 
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contribute to achieving the defined objectives. Not all criteria are applied consistently to every 
option. For each of the preferred options, a description of its added value is given. 

Economic, social and health impacts are considered for each policy option. The Commission 
disregards environmental impacts, citing their low significance as a reason. However, the FCTC 
Convention covers the question of environmental protection linked with tobacco cultivation 
and manufacture. The IA does not deal with the apparent negative impact of tobacco cultivation 
on the environment, damaging forests, soils and ground water (with fertilizers and pesticides), 
as well as emissions of CO2 and methane from smoking. The Commission could have been 
more explicit about regional consequences, by considering territorial impacts regarding tobacco 
production and manufacturing and potential impacts on jobs in Member States. 

Possible interactions with other tobacco-related EU or national policies, as for example on 
advertising and taxes, are not considered in detail. The calculation of costs and benefits appears 
to disregard the fact that some Member States have already measures in place that are stricter 
than the options chosen by the Commission, and that Member States should be expected to 
adapt their policies to FCTC obligations in any case. Annex 3 provides a comparison of the 
FCTC provisions, the TPD and the proposal.

 Budgetary or public finance implications

The IA does not include information on the budgetary or public finance implications of the 
proposal at European level, although these may not be significant. The financial impacts on 
national governments are considered, specifically in terms of health costs and tax revenues. The 
Commission has calculated that a reduction of tobacco consumption by 2.0 per cent would 
reduce health care expenditure by 506 million euro annually across the EU. At the same time, 
national governments would be confronted with a risk of reduced tax revenues, although 
recently (since 2000), tax revenues have increased, even as consumption has declined, 
presumably as a result of higher prices and taxes (IA, p. 118).

 SME test

Whilst the assessment of each policy option refers to the impacts on SMEs in particular and 
summarises them (IA, p. 124), the description of impacts, especially concerning tobacco 
growers, is somewhat vague and lacks quantification.

 Relations with third countries

The market analysis includes a description of international trade and the assessment of some 
options refers to the impacts on exports and imports. But the impacts are neither quantified nor 
consistently considered for each option. The influence of EU regulation of tobacco products on 
international trade is not clear.

 Stakeholder consultation

In the preparation of this IA, the Commission seems to have correctly consulted with the 
Member States and other stakeholders. The Commission conducted a public consultation from
September to December 2010. Over 85,000 contributions were received from government 
representatives, health organizations, smokers' rights groups, tobacco industry, tobacco 
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growers, the pharmaceutical industry and citizens. All stakeholder positions, the results of a 
public consultation and a Eurobarometer survey are summarized in Annex 1 to the IA. Most 
preferred options of the IA seem to be a compromise of stakeholder opinions. However, a ban 
on internet sales was discarded and not included in the IA even though the majority of EU 
citizens and Member States, as well as the pharmaceutical industry were in favour of this policy 
option. Additionally, many stakeholders expressed concern about an increase in illicit trade 
following the directive, which is ruled out by the Commission without further explanation 
(Annex 5, p. 4).

 Quality of data, research and analysis

Several studies by external experts have been used in the preparation of the IA: a study on 
liability and the health costs of smoking from 2009 and updated in 2012 (GHK 2012), a 2010
study assessing the impacts of revising the TPD (RAND 2010), a study on novel and emerging 
tobacco, nicotine or related products (RAND 2012), and a study on the economics of the EU 
market of tobacco, nicotine and related products of 2011 (MATRIX 2012). 

Further input was provided by the Commission’s independent Scientific Committee on 
Emerging and Newly Identified Health Risks (SCENIHR), with two opinions on smokeless 
tobacco from 2008 and on additives in tobacco products in 2010. 

The Commission acknowledges difficulties with the data available, because 'information 
received from economic stakeholders could not always be reconciled with publicly available 
data (e.g. Eurostat)' and 'the data sets received from industry were also not always fully 
consistent when comparing data of different market participants' (IA Annex 5, p. 3). 

 Commission Impact Assessment Board

The Impact Assessment Board issued a first opinion on 20 April 2012 that demanded 
resubmission of the draft IA. The revised version was submitted to the IA Board in June 2012.
The Commission lists the Board's comments and the resulting modifications of the IA (IA, p. 8-
9). As requested by the IA Board, DG SANCO included clearer references to effectiveness, 
implementation, enforcement and non-harmonised issues, explanations of internal market 
justifications and the legal basis, a description of discarded options, discounted values and a 
comparison of the current TPD and FCTC. However, the IA Board's request for further 
information on the problem-drivers of smoking prevalence and impacts on SMEs, as well as a 
comparison of different policy packages, does not appear to have been fully met. The new IA 
still lacks explanations about why not all Member States are expected to implement their legal 
obligations under the FCTC and in how far regulatory divergences at national level have been 
taken into account in the analysis of costs and benefits.

 Coherence between the Commission's legislative proposal and IA

The legislative proposal of the Commission and the IA correspond, both in terms of analysis 
and content. 
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ANNEX I: POLICY OPTIONS
IA on the Directive concerning the manufacture, presentation and sale of 

tobacco and related products

Options for Problem 1A: Smokeless Tobacco Products (STP)

– Option 0: No Change.
o Keeping the status quo, namely a ban of oral tobacco (except in Sweden);
o Chewing and nasal tobacco and new STP to be allowed, with health warnings 

and ingredients reporting required.

– Option 1: Lift the ban on oral tobacco and subject all STP to stricter labelling and 
ingredients regulation.

o Oral tobacco and new STP to be allowed, but labelled with stricter health 
warnings and 'characterizing flavours' would be banned.

– Option 2: Maintain the ban on oral tobacco, subject all novel tobacco products to a 
notification obligation and all STP to stricter labelling and ingredients regulation.

o The ban of oral tobacco (except for Sweden) to be kept;
o Chewing and nasal tobacco and new STP, with required health warnings and 

without characterizing flavours to be allowed;
o New products to be subject to notification obligation;
o The Commission to issue a report on market developments five years after the 

transposition of the TPD;
o Delegated/implementing powers to be given to the Commission for health 

warnings and regulation of additives;

– Option 3: Maintain the ban on oral tobacco, restrict the sale of other STP to areas of 
traditional use only, and subject all STP to stricter labelling and ingredients rules.

o The ban of oral tobacco (except for Sweden) to be kept;
o Chewing and nasal tobacco to be banned (except for traditional use);
o New STP to be banned;
o Delegated/implementing powers to be given to the Commission for health 

warnings and regulation of additives.

– Option 4: Ban all STP with the exception of oral tobacco in Sweden which would be 
subject to stricter labelling and ingredients rules.

o The ban of oral tobacco (except for Sweden) to be kept;
o Chewing and nasal tobacco and new STP to be banned.

The IA gives explanations why the options of only lifting the ban on oral tobacco without 
further regulations or a new authorisation scheme for new STP were not considered.

The preferred policy option is Option 2. 
Options for Problem 1B: NCP

– Option 0: No Change.
o Keeping the status quo, i.e. NCP not to be regulated in the TPD.



– Option 1: Subject NCP to labelling and ingredients requirement under TPD.
o NCP need to adapt to the labelling and ingredients provisions of the TPD;
o Delegated/implementing powers to be given to the Commission for health 

warnings and regulation of additives.

– Option 2: Establish a new authorization scheme for NCP.
o NCP must pass a new authorization procedure that also controls ingredients 

and labelling requirements.

– Option 3: Subject NCP over a certain nicotine threshold to the medicinal products' 
legislation and the remaining NCP to labelling requirements.

o NCP with nicotine level over a certain threshold need to be authorized as 
medicinal products;

o NCP below this level to be subject to health warnings;
o Delegated/implementation powers to be given to the Commission for health 

warning and nicotine threshold definition.

– Option 4: Subject all NCP to the medicinal products' legislation.
o All NCP need to be authorized as medicinal products.

The IA justifies discarding the options of regulating NCP under the General Product Safety 
Directive or under the orientation note on electronic cigarettes from 2008.

The solution opted for by the Commission is Option 3. However, the content of this option 
ideally could have been better explained. It does not mention how the nicotine threshold will be 
defined and at which level it shall be fixed. 

Options for Problem 1C: Herbal products for smoking

– Option 0: No Change.
o Keeping the status quo, i.e. herbal products for smoking not to be regulated at 

EU level.

– Option 1: Subject all herbal products for smoking to labelling requirements under 
the TPD.

o Delegated/implementing powers to be given to the Commission for adaption 
of warnings.

– Option 2: Phase out the placing on the market of herbal products for smoking.

The option of regulating the products' content is discarded due to a lack of scientific evidence. 
The preferred option for problem 1C is Option 1.

Options for Problem 2: Packaging and labelling

– Option 0: No Change.
o Keeping the status quo for labelling rules; 
o Member States can add a picture to the warning text.



– Option 1: Mandatory enlarged picture warnings.
o Mandatory picture plus text of 75% on both sides of the packages of tobacco 

products presented in rotation;
o TNCO levels to be replaced with information on content, emission and risks;
o Display of cessation information (for example, quit-lines and websites).

– Option 2: Option 1 plus harmonise certain aspects of packets and prohibit 
promotional and misleading elements.

o Option 1, plus:
o Promotional and misleading elements to be prohibited;
o Package shape and size and size of warnings to be specified.

– Option 3: Option 2 plus full plain packaging.
o Option 2, plus:
o Standardized colour, font, size and position of brand name and brand variant;
o Health warning on each FMC stick.

The option of health warnings on pipes and water-pipes is discarded as it would be 
disproportionate.

For problem 2, the IA results in a preference for Option 2. This complies with the FCTC 
Convention's requirements, but the FCTC Guidelines go even further, recommending introducing 
plain packaging (Option 3). It is argued that plain packaging is possible at national level, but the 
consequences for the internal market and cross-border trade of the resulting differences 
between Member States are not discussed. 

NCP, pipe tobacco and cigars are exempted from the packaging and labelling requirements in 
every option presented (IA, p. 49).

Options for Problem 3: Ingredients

– Option 0: No Change.
o Keeping the status quo, i.e. mandatory reporting without common format;
o No ingredients regulation on EU level.

– Option 1: Common reporting format on a voluntary basis. Prohibit toxic addictive 
and attractive additives in tobacco products.

– Option 2: Mandatory reporting in harmonised format. Prohibit tobacco products with 
characterizing flavours and products with increased toxicity or addictiveness.

– Option 3: Mandatory reporting in harmonized format. Prohibit all additives not 
essential for manufacturing.

The option of creating a common list of ingredients was discarded regarding the lack of 
scientific evidence on addictiveness and toxicity of additives.

The Commission's preferred option is Option 2, although it is rather Option 3, which is in line 
with the FCTC Guidelines and similar to the Canadian and Brazilian approaches (IA, p. 104). 



NCP, pipe tobacco and cigars are exempted from the ingredients requirements in every option 
presented (IA, p. 49). 

Options for Problem 4: Cross-border distance sales of tobacco products

– Option 0: No Change.
o Keeping the status quo, no EU regulation.

– Option 1: Notification and age verification system.
o Retailers must report cross-border distance sales in the Member States of the 

company's seat and where they intend to sell;
o Mandatory age verification mechanism.

– Option 2: Prohibit cross-border distance sales of tobacco products.

The Commission is in favour of Option 1. The option chosen complies with the FCTC 
Convention and the Protocol on Illicit Trade, but the FCTC Guidelines go further than this 
directive in recommending a ban of internet sales (Option 2). 

Options for Problem 5: Traceability and security features

– Option 0: No Change.
o Keeping the status quo: binding agreements between the biggest factory 

manufactured cigarettes (FMC) manufacturers and the EU;
o EU can adopt measures on batch numbering.

– Option 1: EU tracking and tracing system.
o Tracking and tracing of the supply chain of packets of tobacco products;
o Delegating/implementing powers to be given to the Commission for technical 

specifications;
o Five years transition for tobacco products other than FMC and roll-your own 

tobacco;

– Option 2: Tracking and tracing system, complemented by security features.
o Tracking and tracing as in Option 1 plus security features, such as holograms;
o Five years transition for tobacco products other than FMC and roll-your own 

tobacco;
o Delegating/implementing powers to be given to the Commission for technical 

specifications.

The Commission's preferred option is Option 2. The IA does not consider harsher measures to 
fight illicit trade and does not address whether security features may be counterfeited. NCP, 
pipe tobacco and cigars are exempted from the traceability and security feature requirements in 
every option presented (IA, p. 49).
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