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A.3 REGULATORY FRAMEWORK & DEVELOPMENTS IN MEMBER STATES 
AND AT INTERNATIONAL LEVEL 

Part I of this Annex provides an overview of the regulatory situation at EU, national and 
international level in the five policy areas considered within this impact assessment. Part II 
presents an overview of the Tobacco Products Directive in relation to the WHO Framework 
Convention on Tobacco Control obligations and commitments. Part III is based on information 
collected from the national authorities in the context of the Regulatory Committee established 
under the Tobacco Products Directive (TPD). It describes in more details the legislation in place 
in each Member State.1  
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A.3.1. PART I: OVERVIEW OF THE REGULATORY SITUATION AT EU, NATIONAL AND 
INTERNATIONAL LEVEL 

A.3.1.1. Regulation of STP and possible extension of the scope 

A.3.1.1.1. EU Legislation 

a)  Smokeless Tobacco Products (STP) 
The Tobacco Products Directive (hereinafter the TPD) covers tobacco products "for the purpose 
of smoking, sniffing, sucking or chewing, inasmuch as they are, even partly, made of tobacco" 
(Article 1). Article 8 currently bans one type of smokeless tobacco products (oral tobacco) while 
others (chewing and nasal tobacco) are freely marketed in the EEA. In their Accession Treaty, 
Sweden and Norway were granted a permanent derogation from the prohibition to market oral 
tobacco.1 According to Article 5(4) of the Tobacco Products Directive where it is allowed, i.e. in 
Sweden and Norway, oral tobacco shall carry the following warning: "This tobacco product can 
damage your health and is addictive." 

b) Nicotine Containing Products (NCP) and herbal products for smoking 
The Commission Orientation note of 22 May 2008 provides some guidance as to which EU 
legislation applies to electronic cigarettes under the current situation.2 
 
Non-tobacco products, such as NCP and herbal products for smoking , fall outside the TPD.  
 
Whether these products fall under 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 
use3 depends on whether they can be characterised as human medicine by presentation or 
function. National authorities, acting on a case-by-case basis, decide whether a product falls 
within the definition of a medicinal product by function. As illustrated below, there is at this 
stage no convergent view among Member States whether an electronic cigarette should be 
considered a medicinal product by function or not.   
 

The delivery system (i.e. without the nicotine) of an electronic cigarette may possibly also be 
qualified as a medical device according to Council the Directive 93/42/EEC if it is intended to 
administer a medicinal product concerning medical devices.4 However, this would imply first that 
the nicotine cartridge is considered to be a medicinal product under Directive 2001/83/EC. Article 
1 (2a) of Directive 93/42/EEC requires that, in order for a product to be qualified as a medical 
device, it is to have a medical purpose.Products made of nicotine that are ingested are covered by 
the Regulation (EC) No 178/2002 of the European Parliament and of the Council of 28 January 
2002 laying down the general principles and requirements of food law, establishing the European 

                                                 
1 OJ L 1, 1. January 1995  (see article 151 and Annex XV thereof) 
2 http://ec.europa.eu/health/archive/ph_determinants/life_style/tobacco/documents/orientation_0508_en.pdf 
3  OJ L 311, 28.11.2001, p. 67–128  
4 Council Directive 93/42/EEC of 14 June 1993 concerning medical devices, OJ L 169, 12.7.1993, p. 1–43 
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Food Safety Authority and laying down procedures in matters of food safety5, unless they are 
regarded as human medicines under Directive 2001/83/EC. The Novel Food Regulation (258/97)6 
applies to placing on the market of food which has not, by 14 May 1997, been used for human 
consumption to a significant degree within the EU.  

Finally, Directive 2001/95/EC of the European Parliament and of the Council of 3 December 
2001 on general product safety applies in so far there are no specific provisions with the same 
objective in other EU law.7 The Directive enables a withdrawal from the market if the regulator 
can show that it is dangerous for the health and safety of consumers.  

A.3.1.1.2. The situation in the Member States 

a) Smokeless Tobacco Products (STP) 
In addition to the EU-wide ban on oral tobacco, five Member States, (Latvia, Lithuania, Ireland, 
Greece and Poland) have banned the marketing of chewing tobacco and two Member States 
(Latvia and Lithuania) ban nasal tobacco.  

b) Nicotine containing products (NCP)  
There is no uniform legislation in place in Member States concerning NCP. As indicated above, 
the national authorities decide on a case-by case basis whether a product falls within the 
definition of medicinal product by function. It is therefore difficult to indicate with certainty how 
the legal landscape looks. However, 14 Member States have reported that they would regard at 
least some electronic cigarettes as medicinal products by function.8 Two Member States ban 
(Lithuania and Greece) electronic cigarettes under their tobacco legislation and two Member 
States (Malta and Poland) regulate the products (including ban on advertising). Nine Member 
States have no specific rules in place for electronic cigarettes.9  

c) Herbal products for smoking 
With regard to herbal products for smoking, the situation in Member States is also fragmented 
and ranges from banning these products (Lithuania and Greece) to no specific regulation.10 Other 
Member States have various provisions in place, including ingredients regulation (Belgium), 
labelling requirements (Latvia), advertising restrictions (Malta and Finland), smoke-free 
environment protections (Denmark, Latvia, Malta, Slovakia, and the United Kingdom) or general 
tobacco provisions (Italy). Austria has reported that  it considers herbal products for smoking as a 
medicinal product by function if it contains a pharmacologically active substance and/or by 

                                                 
5 Regulation (EC) No 178/2002 of the European Parliament and of the Council of 28 January 2002 laying down the 
general principles and requirements of food law, establishing the European Food Safety Authority and laying down 
procedures in matters of food safety, OJ L 31, 1.2.2002, p. 1–24 
6 OJ L 43, 14.2.1997, p. 1–6 
7 Directive 2001/95/EC of the European Parliament and of the Council of 3 December 2001 on general product safety, OJ L 
11, 15.1.2002, p. 4–17. For further orientation on electronic cigarettes and EU legislation, see orientation note of 22 May 
2008: http://ec.europa.eu/health/ph_determinants/life_style/Tobacco/Documents/orientation_0508_en.pdf 
8 AT, BE, DE (the nicotine containing liquids in the electronic cigarettes) , DK, EE, FI (along with advertising ban under 
the Tobacco Act), FR (depending on the nicotine level as described in the table in part 2), HU, LU (if they contain 
nicotine without containing tobacco extract, and/or if presented as cessation treatment), NL, PT, RO, SE and SK 
9 BG, CY, CZ, ES, IE, LV, IT, SI and UK (considering whether all NCPs should be considered medicinal by 
function) 
10 BG, CY, ES, FR, HU, IE, LU, NL, PL, PT, RO and SI 
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presentation if the product is promoted for smoking cessation or treatment of nicotine addiction. 
Some Member States have also reported that they are taxing these products in the same way as 
tobacco products.11     

A.3.1.1.3. The situation at international level 
The WHO Framework Convention on Tobacco Control (FCTC) covers all tobacco products and 
contains no specific rules on STP.  As regards electronic cigarettes, it can be noted that the WHO 
Study Group on Tobacco Product Regulation has recommended that these products are regulated 
as combination drugs and medical devices.12 

A.3.1.2. Packaging and labelling 

A.3.1.2.1. EU Legislation 
Article 5 of the TPD currently stipulates that all tobacco products must carry one general text 
warning covering not less than 30% of the most visible side of the package and – except for 
tobacco for oral use and other smokeless tobacco products -  one additional text warning covering 
not less than 40% of the other most visible side.13 Packages of manufactured cigarettes should 
also display the results of tar, nicotine and carbon monoxide (TNCO) yield measurements. In 
addition, Article 5 empowers the Commission to take rules on the use of pictorial warnings that 
Member States must comply with if they decide to require additional warining in that form. If 
they are required, the pictorial warnings shall, together with the additional text warning, cover 
40% of the other most visible side of the package.14 Moreover, Article 7 of the Directive bans the 
use of misleading descriptors such as light and mild.  
 
Section 1(f) of Council Recommendation 2003/54/EC recommends prohibiting the sale of single 
cigarettes and packs of less than nineteen. 

A.3.1.2.2. The situation in the Member States 
Combined health warnings (picture plus text) on cigarette packs are in place in eight Member 
States15 (Belgium (2007), Romania (2008), United Kingdom (2008), Latvia (2010), France 
(2011), Malta (2011), Spain (2011), Denmark (2/2012)). Two Member States have passed 
legislation introducing pictorial health warnings from 2013 (Hungary, Ireland) and one is 
planning to pass similar legislations (Poland).  
 
The implementation of their use varies significantly between these Member States. Some of them 
use pictorial warnings on cigarette packages only and others on all smoked tobacco packages16. 
Thirteen Member States have complemented the packages with references to cessation services, 

                                                 
11 CZ, DE, EE, LV and SE 
12 WHO Study Group on Tobacco Product Regulation, Report on the Scientific Basis of the Tobacco Product 
Regulation: Third Report of a WHO Study Group, WHO 2009. 
http://www.who.int/tobacco/global_interaction/tobreg/publications/tsr_955/en/index.html 
13 These figures are increased to 32% & 45% in MS with 2 offic- languages and 35% & 50% in MS with 3 offic- languages.  
14 This figure is increased to 45% in MSs with two official languages and 50% in MS with three official languages. 
15 Starting date of mandatory use in paranthesis 
16 As of June 2012, France, Malta, Latvia (from June 1, 2010), Spain and the UK use pictorial warnings on smoked 
tobacco products other than cigarettes. Denmark, Ireland and Hungary will start using them in 2012/2013 and Poland 
is planning to pass legislation which would require their use on all smoked tobacco products. 
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four of them on a mandatory basis (Belgium, France, the Netherlands and Slovenia)17. All 
Member States offer support via cessation services to smokers. 
 
The choice of actual use of pictures also varies from one Member State to another. While 
Belgium and Hungary are using the whole library of 42 warnings (Belgium: divided into three 
sets which alternate every year, Hungary: the manufacturer can choose between them, respecting 
the rules on rotation), the remaining eight Member States have chosen 14 images that they deem 
most effective for their population.  
 
While no Member State has yet fully standardised tobacco packaging there is at least one 
Member State, France, where promotional elements on the package are already banned as part of 
the advertising ban.18  
 
In addition, the possibility of introducing standardised (plain) tobacco packaging is currently 
discussed in a number of Member States as well as Norway. In April 2012, the UK launched a 
public consultation on standardised packaging of tobacco products running until August 202.19 A 
Belgian MP tabled a proposal for plain tobacco packaging in May 201120 and the Belgian 
Minister of Health has stated (in the health committee) of the parliament that she will push for the 
adoption of plain packaging.21 In July 2011, France’s minister of health asked MP Bur to propose 
a policy recommendation on tobacco. These were published in March 201222 and the fifth 
recommendation was to develop plain packaging. More recently reports in the French media have 
also confirmed that the French government intends to present a tobacco control plan that includes 
plain packaging.23 Finland and Norway are also exploring the possibility of introducing plain 
packaging. As these discussions are at an early stage, the exact nature of potential national 
actions, including which features would be standardised, remains uncertain.  
 
Member States have different rules in place as regards the minimum number of cigarettes per 
package, which affects the size of the package. Fourteen Member States (Austria, Czech 
Republic, Estonia, Finland, France, Greece, Ireland, Luxembourg, Lithuania, Poland, Portugal, 
Denmark, Romania and Spain) specify a minimum pack size of twenty cigarettes. In four 
Member States (Hungary, Germany, the Netherlands and Sweden), the minimum pack size is 
nineteen cigarettes. Italy specifies that cigarettes must be sold in either packets of ten or twenty. 
In the UK the minimum pack size is 10 cigarettes. Slovenia expressly bans the sale of single 
cigarettes or the sale of other tobacco products separately from their original packaging and 
Lithuania bans the sale of single cigarettes, cigarillos and long cigarettes. Latvia bans the sale of 
single tobacco products and herbal smoking products, with the exception of cigars and cigarillos. 
Hungary has also fixed a maximum number of fifty cigarettes.  

                                                 
17 Quitlines are included in some warnings in Austria, Denmark, Germany, Hungary, Ireland, Latvia, Poland, 
Sweden, and the United Kingdom. 
18 http://www.inpes.sante.fr/itc/pdf/ITC_rapport_FR.pdf 
19Article L3511-3 of the French public health code 
20 http://www.lesoir.be/actualite/sciences/2011-05-02/des-paquets-de-tabac-sans-logo-837626.php 
21 http://www.lachambre.be/doc/CCRI/pdf/53/ic096.pdf Report of the health commission of 19th January 2011, p 29-31 
22 http://www.sante.gouv.fr/IMG/pdf/rapport_Y_Bur_nouvelle_politique_de_lutte_contre_le_tabac.pdf  
23 http://www.leparisien.fr/economie/nouveau-plan-antitabac-ce-que-prepare-le-gouvernement-05-09-2012-
2151462.php 
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A.3.1.2.3. The situation at international level 
Article 11 of the FCTC stipulates that warnings should be 50% or more, but no less than 30%, of 
the principal display areas. The guidelines for implementing Article 11 suggest that the 
effectiveness of health warnings increases with their size and recommend Parties to consider the 
use of pictorial health warnings on both principal display areas. Article 11 of the FCTC gives the 
states three years, running from the time that the convention enters into force for them, in which 
to adapt and implement effective packaging and labelling measures. 
 
The guidelines for implementing Article 11, (tobacco packaging and labelling) and Article 13, 
(advertising) recommend to consider the introduction of "plain" (standardised, generic) 
packaging.  
 
The FCTC guidelines on ingredients (Article 9 and 10) regulation also recommend to ban 
ingredients that have colouring properties. For cigarettes, Australia is the first jurisdiction in the 
world to introduce plain packaging, including standardised appearance of individual cigarettes.24 
The legislation entered into force as of 1 December 2012.  
 
Moreover, the FCTC guidelines on labelling (Article 11) recommend Parties to consider 
introducing other innovative measures regarding location of the warnings, including, but not 
limited to, requiring health warnings and messages to be printed on the filter overwrap portion of 
cigarettes and/or on other related materials such as filters and papers.  
 
Article 16(3) of the FCTC states that 'each party to the convention shall endeavour to prohibit the 
sale of cigarettes individually or in small packets, which increase the affordability of such 
products to minors'.   

A.3.1.3. Ingredients 

A.3.1.3.1. EU Legislation 

a) Reporting 
Article 6 of the TPD requires that manufacturers communicate all tobacco ingredients 
information, together with available toxicological data, to the Member States. Member States 
communicate this information to the Commission.  

b) Regulation of ingredients 
TPD does not regulate how and by whom the ingredients shall be assessed and invites, in Article 
12, the Commission to submit a proposal providing for a common list of ingredients. Such a 
proposal has not yet been submitted.  

 

 

 

 

                                                 
24 Tobacco Plain Packaging Act 2011 
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A.3.1.3.2. The situation in Member States 

a) Reporting 
Despite the development of EU guidelines25 on an electronic model for reporting of ingredients 
data (EMTOC), different reporting formats (e.g. paper, CDs, electronic) are still used for the 
submissions of tobacco product information. The use of the electronic model for data submission 
(EMTOC) is legally binding in Austria and Romania and six other Member States (Belgium, 
Denmark, Germany, Malta, Netherlands and Poland) use the model on a voluntary basis. 
Additional Member States are planning to start using the model in the years to come.  

b) Regulation of ingredients 
Fourteen Member States regulate ingredients in their national law, while 13 Member States have 
no specific rules in place in addition to the TNCO-levels required in the TPD.26 Poland bans the 
use of ingredients, which enhance the addictive properties of tobacco.27 Most of the current 
regulations are based on toxicology considerations and many lists have found inspiration from 
food legislation. Four Member States (Belgium, France, Romania, and the UK28) have introduced 
positive lists indicating ingredients which are allowed to be used in tobacco products. Lithuania 
has introduced a negative list which restricts specific additives (e.g. vanilla root and clove) from 
being included in tobacco products and the Czech Republic, Germany, Hungary, Bulgaria29 and 
Slovakia have a combination of positive and negative lists. The positive lists of Germany, the 
Czech Republic and Hungary are very detailed and include several hundreds of ingredients. 
Finland and Spain also have lists of permitted substances but these are very broad and cannot be 
interpreted as a positive list. In 2009, France adopted a legislation focusing more on the 
attractiveness of certain tobacco products. The French law allows setting up maximum levels for 
ingredients that impart a sweet or fruity/acid taste to cigarettes (article D3511-16 of the French 
public health code). In Sweden, there is no positive or negative list but it is possible to regulate 
ingredients on an ad-hoc basis. Member States are also taking different legal approaches as 
regards additives integrated in the filter of cigarettes.  For example, Germany does not allow 
cigarettes with flavoured capsules embedded in the filter to be placed on the market. A national 
court recently confirmed this approach.30 Also in Belgium 3 ingredients ('E418 gomme gellane, 
E133  « bleu brillant FCF », Medium Chain Triglycerides (MCT)) needed to include the 
“menthol capsules” in cigarettes were recently banned. 

A.3.1.3.3. The situation at international level 

The Conference of the Parties to the WHO FCTC has adopted partial guidelines for 
implementation of Articles 9 and 10 of the FCTC (regulation of content and tobacco products 
disclosure). The guidelines focus mainly on how to reduce the attractiveness of tobacco products 
in order to reduce the prevalence of tobacco use and dependence among new and confirmed 
users. More specifically, the guidelines recommend Parties to regulate, by prohibiting or 

                                                 
25 http://ec.europa.eu/health/ph_determinants/life_style/Tobacco/Documents/practical_guidance_en.pdf 
26 No information received from one Member State 
27 Art. 7a of the Health Protection Act against the Consequences of Tobacco Use 
28 The United Kingdom has maintained a voluntary agreement between the Department of Health and the manufacturers 
29 At this stage the use of the lists is on an informal basis in BU.  
30 http://www.echo-online.de/ratgeber/gesundheit/gesundheit/Gesundheit-Urteile-Verbraucher-
Tabak;art17704,3258765 
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restricting, ingredients that may be used to increase palatability in tobacco products and that have 
colouring properties.31 The guidelines also recommend Parties to prohibit ingredients in tobacco 
products that may create the impression that they have a health benefit or that are associated with 
energy and vitality, such as stimulant compounds.  

A.3.1.4. Sales arrangements 

A.3.1.4.1. EU Legislation 
Distribution channels and sales arrangements are not regulated in the current TPD. Council 
Recommendation 2003/54/EC recommends that Member States remove tobacco from self-service 
displays in retail outlets, to restrict access to TVM and to restrict tobacco distance sale for general 
retail such as sales via the internet.32  
 
It is also recommended to require vendors of tobacco products to establish that tobacco 
purchasers have reached the age for purchase of tobacco products required in national law, where 
such an age limit exists.  
 
As regards distance sales, Article 36 of Council Directive 2008/118/EC of 16 December 200833 
concerning the general arrangements for excise duty, stipulates that tobacco products already 
released for consumption in one Member State, which are purchased by a consumer in another 
Member State and which are dispatched or transported to another Member State directly or 
indirectly by the vendor or on his behalf shall be subject to excise duty in the Member State of 
destination.   
 
While Directive 2000/31/EC of the European Parliament and of the Council of 8 June 2000 on 
certain legal aspects of information society services, in particular electronic commerce, in the 
internal market (Directive on electronic commerce) aims at facilitating electronic commerce, it 
allows, in Article 3, derogations necessary for the protection of public health.34  

A.3.1.4.2. The situation in Member States 
All EU Member States have age limits in place as regards purchasing of tobacco. The legal 
buying age is 18 years in 22 Member States and 16 years in the remaining five. 35   

a) Tobacco vending machines (TVM) 
Thirteen Member States have banned sale of tobacco from TVM completely36 and one Member 
State (Finland) that currently has restrictions in place has announced that it will introduce a full 
ban as of 2015.  
 
In the remaining thirteen Member States there are different types of restrictions in place to limit 
underage consumers’ uncontrolled access to tobacco products. Restrictions range from ID control 

                                                 
31 http://www.who.int/fctc/protocol/guidelines/adopted/guidel_2011/en/index.html 
32 http://eur-lex.europa.eu/LexUriServ/site/en/oj/2003/l_022/l_02220030125en00310034.pdf 
33 OJ L 9, 14.1.2009, p. 12–30 
34 OJ L 178, 17.7.2000, p. 1–16 
35 AT, BE, IT, LU and NL all stipulate that the legal age to purchase tobacco products is 16. 
36 Full ban is in place in Bulgaria, Cyprus, Estonia, France, Greece, Hungary, Lithuania, Latvia,  Poland, Romania, 
Slovakia, Slovenia, and the United Kingdom (as of 1 October 2011, in England only, rest of the UK to follow). 
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systems to other technical requirements or supervision of the TVM. Germany, Austria and Italy 
have ID-control systems in place, while other Member States have other restrictions such as locks 
(Belgium) or electronic or other kind of system (Portugal). More generally worded restrictions 
are in place in some Member States, where it is simply stated that the TVM needs to be 
supervised (Finland, Malta, the Netherlands37 and Spain), that the age limits must be respected 
(Czech  Republic and Luxembourg) or that sale by TVM must be regulated in the same way as 
sale of tobacco from a shop (Sweden).  
 
Some Member States also regulate where the TVM can be installed. Ireland and Denmark permit 
the use of vending machines only in licensed premises or retail stores. Portugal bans the use of 
vending machines in certain environments. In cases where tobacco vending machines do not have 
an age verification system, Germany limits the installation of tobacco vending machines to places 
that children and adolescents cannot access. However, in practice, most TVM in Germany have 
an age verification system. 
 

b) Tobacco promotion and display at point of sale (PoS) 
Currently, three Member States (Finland, Ireland and the UK38) and two EEA countries (Iceland 
and Norway) have introduced laws to prohibit the visible display of tobacco products at the PoS. 
Fourteen Member States (Austria, Denmark, France, Greece, Hungary, Latvia, Lithuania, 
Luxembourg, Malta, the Netherlands, Poland, Portugal, Sweden, and Spain) allowing PoS display 
have put in place restrictions or bans on promotion at point of sale. Approximately one third of 
Member States have no regulations in place for Point of Sale display.39 

c) Cross-border distance sale of tobacco 
Internet sale of tobacco is not allowed in nine Member States.40 Among those Member States, 
some (including France and Lithuania) have introduced outright ban on this type of sale. Others 
(including Austria, Bulgaria, Hungary, Latvia and Spain) only grant licences or permission to sell 
tobacco through other sales channels.  
 
Several other Member States have different restrictions in place as far as internet sale of tobacco 
is concerned. The restrictions range from licensing of the internet retailer (Cyprus, Denmark, 
Greece and Finland), to age limits (Czech Republic and Sweden) and advertising bans (Germany, 
Malta, Portugal and the UK). 

A.3.1.4.3. The situation at international level 

Article 16 (1d) of the FCTC includes measures to ensure that TVM are not accessible to minors 
in the list of measures that Parties can adopt in order to comply with their obligation to adopt and 
implement effective measures to prohibit the sale of tobacco products to persons under the age 
limit.    
 

                                                 
37 Vending machines must be placed in a spot where they can be supervised to make sure age restrictions are 
respected. Outdoor vending machines are not allowed. 
38 The UK has introduced legislation banning point of sale display in England for large shops from April 2012 and 
small shops from April 2015 (the rest of the UK to follow). 
39 BE, BG, CY, CZ, EE, DE, IT, RO, SI and SK.  
40 AT, BG, ES, FR, HU, IT, LT, LV and SK.  
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The guidelines for the implementation of Article 13 of the FCTC call on the Parties to ban 
display and visibility of tobacco products at point of sale since they constitute a  method of 
advertising and promotion.41 The same guidelines also recommend Parties ban TVMs. 
 
The guidelines for implementing Article 13 of the Convention also recommend Parties to ban 
internet sale of tobacco. 

A.3.1.5. Traceability and Security Features 

A.3.1.5.1. EU Legislation 
Only some elements of the current EU regulatory framework address traceability and security of 
tobacco products.  
  
Article 5(9) of the TPD stipulates that to ensure product identification and traceability, the 
tobacco product shall be marked in any appropriate manner, by batch numbering or equivalent, 
on the unit packet enabling the place and time of manufacture to be determined. Technical 
measures to apply these provisions should be adopted by comitology, but no such decision has 
been taken at this stage.   
 
Article 39 of Directive 2008/118/EC states that Member States may require excise goods to carry 
tax markings or national identification marks used for fiscal purposes. 

A.3.1.5.2. The situation in Member States 
Thirteen Member States42 have indicated they have transposed the requirement enshrined in Art 5 
(9) of Directive 2001/37/EC more or less literally. However, they did not provide any 
information on the concrete implementation. From other responses it can be concluded that such 
marking is de facto done by the tobacco industry (voluntarily or as part of their obligations under 
the legally binding agreements) (Cyprus, Denmark and Germany), or that further guidance or 
decisions by the Commission are awaited to implement the provision (Sweden).   

 

A.3.1.5.3. The situation at international level 
The FCTC defines illicit trade in Article 1: 
 
For the purpose of this Convention 'illicit trade' means any practice or conduct prohibited by law 
and which relates to production, shipment, receipt, possession, distribution, sale or purchase 
including any practice or conduct facilitating such activity. 
 
Article 15 FCTC establishes that the elimination of illicit trade in tobacco products is an essential 
component of tobacco control and outlines the measures that are to be implemented to combat 
illicit trade in tobacco products. Article 15 FCTC contains various provisions and obligations as 
regards illicit trade in tobacco products. According to paragraph 2, unit packets have to be 
marked in order to determine the origin and the point of diversion and to monitor, document and 
control the movement of tobacco products and their legal status. The development of a tracking 

                                                 
41 http://www.who.int/fctc/protocol/guidelines/adopted/guidel_2011/en/index.html 
42 AT, BG, FR, CZ, HU, LV, LT, LU, ES, PT, SI, SE and the UK 
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and tracing system forms part of Article 15 (2). Article 15 (4) (b) includes the requirement for 
Parties to "enact or strengthen legislation, with appropriate penalties and remedies, against illicit 
trade in tobacco products, including counterfeit and contraband cigarettes."    
 
In 2008, it was decided to start negotiations for a Protocol (a stand alone international Treaty) 
based on Article 15 FCTC to eliminate the illicit trade in tobacco products. These negotiations 
have resulted in the adoption of the Protocol in November 2012. The Protocol will make a major 
contribution in the global fight against illicit trade in tobacco products.  
 
The core provisions of the protocol relate to the control of the supply chain for tobacco products 
through notably licensing (or equivalent approval), due diligence, record keeping, control of duty 
free sales, of internet sales and of free zones and a tracking and tracing regime.  

Apart from legislation, it should be noted that the EU Commission and the Member States have 
also engaged with legitimate traders in order to address the illicit trade issue. Starting from 
litigations, the European Union and the participating Member States have signed four legally 
binding and enforceable multi-year Cooperation Agreements with the four largest tobacco 
manufacturers43. These Agreements ensure that the manufacturers carry out certain procedures to 
prevent the diversion of their products into illicit trade channels. These agreements with the 
tobacco manufacturers have led to positive results, notably in reducing the illicit trade in genuine 
products, for which case seizure payments have to be paid by the respective manufacturer. In case 
of counterfeit products, the consequences under the agreements are less severe. The agreements 
do not address the issue of “illicit white” cigarettes destined for the EU market.    
 
Generally speaking it should be noted, that these agreements are at different stages of 
implementation, that they solely cover cigarettes and fine cut tobacco for smoking and that only 
the four largest tobacco manufacturers are covered.  

                                                 
43  Philip Morris International (July 2004), Japan Tobacco International (December 2007), British American Tobacco 

(July 2010) and Imperial Tobacco Limited (September 2010) 
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 b
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l p
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. 

Su
ch

 pr
od

uc
ts 

ar
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 p
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