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Response from Novartis  OTC to the questions posed in the Green Paper Towards a 
Europe free from tobacco smoke: policy options at EU level 

 
Introduction 
 
Novartis OTC is a word leader in developing and marketing Nicotine Replacement Therapies 
(NRTs) and has acquired considerable experience in documenting the effectiveness of this 
therapy to fight smoking. Novartis is dedicated to help smokers give up smoking, supporting 
them in the cessation process.   
 
In this respect Novartis welcomes the Green Paper from the Commission as a timely and 
comprehensive approach to tackle exposure to environmental tobacco smoke in the EU. 
However Novartis is of the opinion that a comprehensive tobacco control policy should also 
aim to protect those most at risks- the smokers themselves, and believes that the smoke free 
policy proposed by the Commission should be coupled with smoking cessation policies 
(behavioural and pharmacological) for the sake of both smokers and non-smokers.  
 
Novartis is a member of AESGP and supports the response from the AESGP to the 
questions posed in the Green Paper. In addition, it would like to highlight the importance of 
increased access to smoking cessation interventions through lower VAT on NRT products, 
reimbursement of smoking cessation therapies and interventions of healthcare providers. 
Novartis is of the opinion that increased access to smoking cessation interventions such as 
NRT to help people quit smoking comes with increased availability and affordability of 
effective treatment for tobacco dependence. 
 
Please find below a summary of our response to the Green Paper: 
 

1. Novartis supports a total ban on smoking in all public and work places without 
exemptions. 

2. Novartis believes that binding legislation adopted at EU level would be the most 
efficient measure to introduce smoking bans in public places. 

3. Novartis calls for an increased affordability and accessibility of smoking cessation 
therapies (both pharmacological and behavioural) through lower VAT rates on 
nicotine replacement therapies and reimbursement of smoking cessation therapies 
and intervention of health care providers. 

4. Novartis calls for higher levels of minimum taxation and year on year increase of 
tobacco taxation for all types of tobacco products (including fine-cut tobacco for the 
rolling of cigarettes, smokeless tobacco products etc) to reduce the demand and 
consumption of tobacco. For that purpose, DG Sanco should work closely together 
with DG Taxud. 

5. Finally Novartis recalls that smokeless tobacco products cause damage to health, 
and should not be considered as a less-dangerous substitute to cigarette in the 
context of smoke-free policies. 
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Question 1: Which of the two approaches suggested in Section IV would be more desirable 
in terms of its scope for smoke-free initiative: a total ban on smoking in all enclosed public 
places and work places, or a ban with exemptions granted to selected categories of venues? 
 
In Novartis’ view, a comprehensive smoking ban in all public places and workplaces- 
without exemptions- would be by far the most suitable measure to protect citizens 
from environmental tobacco smoke (ETS) and to encourage smoking cessation.  
 
Evidence from Member States that have introduced comprehensive anti-smoking legislation 
strongly suggests that the introduction of a comprehensive smoking ban at a European level 
will produce impressive results, both in terms of protecting passive smokers and in 
encouraging smokers to quit. Figures from Ireland, for instance, show that 78% of pub 
customers reduced their smoking following the introduction of a comprehensive smoking ban 
in March 2004. Also, 46% of smokers said they were more likely to quit as a result of the 
ban, and 79% of those who did succeed in quitting directly cited the new legislation as their 
motivation to quit smoking.  
In contrast, studies have shown that regulations which allow for some exemptions have only 
about half the effect on smoking behaviour in comparison with those without exemptions1. 
Thus, the case and need for comprehensive legislation is very clear indeed from a health 
policy point of view. Furthermore, any exemptions from a smoking ban would also be against 
the will of the majority of EU citizens as illustrated in the 2007 Special Eurobarometer survey2 
where e.g.  88% of all EU citizens declared themselves in favour of smoking bans in any 
indoor public spaces.  
Thus, both in view of maximising the health protection of EU citizens as well as to honour the 
appeals of a majority of the EU population for healthier smoke-free environments, 
comprehensive legislation would be the preferred choice.  
 
The option of comprehensive legislation is by far the most preferable and, indeed, 
unavoidable if the Commission seriously wants to maximize the protection of both smokers 
and passive smokers.  
 
However, Novartis believes that smoke free policies - although they protect non-
smokers from ETS - are not enough to protect those most at risk: the smokers 
themselves. Effective tobacco control legislation should also include measures to 
help smokers quit smoking. 
 
Both the WHO’s European Strategy for Smoking Cessation Policy and the Commission’s 
ASPECT Report on EU Tobacco Control Policy3 affirm that measures to prevent the take-up 
of smoking alone will not reduce the number of projected deaths from smoking, nor redress 
health inequalities or ease burdens placed on health resources. They assert that action must 
be taken to encourage current smokers to quit since fostering and increasing tobacco 
cessation in adults is critically important to improving public health in the short to medium 
term. Reducing current smoking by 50% would prevent 20-30 million premature deaths in the 
first quarter of this century and about 150 million in the second quarter while avoiding some 
of the costs of treating lung cancer and heart disease and other smoking-related diseases in 
the future.  

                                                 
1 Fichtenberg CM and Glantz SA. Effect of smoke-free workplaces on smoking behaviour: systematic review. BMJ 
2002; 325:188-191; http://www.bmj.com/cgi/content/abridged/325/7357/188. 
2 Attitudes of European towards tobacco, May 2007). 
3 WHO, Strategy for Smoking Cessation Policy, European Tobacco Control Policy Series, Revision 2004, & The 
ASPECT Consortium (European Commission), Tobacco or Health in the European Union. Past, Present or 
Future, October 2004, 219. 

http://www.bmj.com/cgi/content/abridged/325/7357/188
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Stopping smoking is immediately beneficial to smokers’ health – not to mention easing the 
pressures placed on European health resources.4 The excess risk of death from smoking 
falls soon after cessation and continues to do so for at least 10-15 years. Former smokers 
live longer than continuing smokers, no matter what age they stop smoking, though the 
impact on quitting is greatest at younger ages. For smokers who stop before age 35, survival 
is about the same as that for non-smokers5. 
 
Novartis  therefore would like to highlight the importance of the Commission’s own 
conclusion in the Green Paper, namely that ‘action on smoke-free environments would 
deliver the best results if complemented by supporting measures at EU and/or Member State 
level such as ‘increased access to cessation therapies (both behavioural and 
pharmacological) for persons who wish to stop smoking.’  
 
Data shows that comprehensive smoking bans are associated with a fall in tobacco sales 
(e.g. by 8% in Italy and 14% in Norway) which again has been coupled with a significant 
increase in attempts to give up smoking shortly after the introduction of the new regulations.6 
The introduction of smoke free legislation in Scotland, for instance, saw a dramatic increase 
in the number of clients accessing NHS Stop Smoking Services. Figures from 5 services in 
the country show a mean increase of 134% (range 27% to 400%) in the 3 months leading up 
to Smoke Free Legislation implementation over the same period the year before.7  
 
However, one thing is wanting to give up, another is succeeding in giving up. Studies show 
that only 3 per cent of smokers manage to quit on will power alone8. NRT products, on the 
other hand, have been clinically proven to increase the average one year quit rates by about 
two times9. If counselling is added to the NRTs such as in the example above from Scotland, 
the success rate is even higher.  
 
The coupling of smoke-free legislation and smoking cessation policies is recommended by 
the WHO Strategy for Smoking Cessation Policy10 which states that an effective tobacco 
control policy that will motivate smokers to give up smoking will have to include both 
restrictions on smoking in public places and the development of cessation interventions, such 
as setting up specialist support services, media campaigns, making anti-smoking products 
easily accessible and embedding treatment for nicotine dependence in the national health 
systems as a first line treatment, supported by counselling.  
It is also called for by article 14 of the Framework Convention for Tobacco Control which 
calls for ‘effective measures to promote cessation of tobacco use and adequate treatment for 
tobacco dependance’. 
 
 Britain’s NICE has mirrored this advice, creating a set of seven recommendations on the use 
of NRT in 200211 which was last year (March 2006) complemented by a Public Health advice 
on Brief Interventions in Smoking Cessation to establish the role of all healthcare 
                                                 
4 Doll R, Peto R, Boreham J, Sutherland I. ‘Mortality in relation to smoking: 50 years' observations on male British 
doctors.’ BMJ 2004; 328:1519-1528. 
5 Smoking Kills. A White Paper on Tobacco. London, UK Government Department of Health. Publication No. 
CM4177: 1999 
6 Gallus S, Zuccaro P, Colombo P, Apolone G, Pacifici R, Garattini S, La Vecchia C. Effects of new 
smoking regulations in Italy. Ann Oncol. 2006 Feb;17(2):346-7. Lund, M., Lund K.E., Rise, J., Aarø, 
L.E., Hetland, J. (2005). Smoke-free bars and restaurants in Norway. Oslo/Bergen 2005: 
SIRUS/HEMIL, http://www.globalink.org/documents/2005smokefreebarsandrestaurantsinNorway.pdf. 
7 Bauld L: Lessons from Smoke Free Scotland http://www.scsrn.org/scsrn_whats_new.html  
8 Parrot S, et al.Thorax 1998; 53, pages 11-16. 
9 Silagy C, Lancaster T, Stead L, Mant D, Fowler G. Nicotine replacement therapy for smoking cessation. 
Cochrane Database of Systematic Reviews 2004, Issue 3. Art. No.: CD000146. DOI: 
10.1002/14651858.CD000146.pub2. 
10 idem., pages 16-19 and 22-23. 
11 Guidance on the use of nicotine replacement therapy (NRT) and bupropion for smoking cessation, NICE, March 
2002. 

http://www.scsrn.org/scsrn_whats_new.html
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professionals in encouraging smokers to quit and in providing appropriate referral for 
treatment and support.  This advice includes recommendations for effective multi-agency 
working with local government to develop integrated policies and plans to reduce health 
inequalities through targeted smoking cessation activity.  In addition, NICE Public Health 
advice is being developed for the workplace setting to support the implementation of Smoke 
Free Legislation in England and Wales.    However, by far not all EU Member States have 
started to develop cessation interventions.   
 
Novartis therefore calls on the Commission to mirror the WHO recommendations and  
integrate smoking cessation policies in smoke-free environment policies. Novartis 
would also advice the Commission to issue a Recommendation for all Member States 
to develop national plans on cessation interventions along the above lines, paying 
special attention and allocating resources to employer support of cessation 
interventions. 
 
Question 2: Which of the policy options described in section V would be most desirable and 
appropriate for promoting smoke-free environments? What form of EU intervention do you 
consider necessary to achieve the smoke-free objectives? 
 
Novartis shares the Commission’s view that the clear political momentum for smoke-free 
areas in the EU that persists at the moment must be used to the greatest possible extent, 
certainly if the aim to have an EU-wide smoking ban by 2009 is to be reached12. Thus, a 
mere continuation of the status quo is not a viable option. While the current campaigns and 
initiatives (such as the “HELP” campaign, or Council Recommendations) do incorporate good 
elements, these must be accompanied by more concrete measures at a European level to 
achieve the desired effect, namely that of a de-normalisation of smoking and the 
normalisation of smoking cessation and the health benefits arising there from.  
 
In Novartis opinion, these measures must be legally binding. The Green Paper itself 
offers plenty of evidence that voluntary measures are both inappropriate and lack effect, both 
due to the involvement of a large number of stakeholders and a lack of enforcement 
mechanisms as well as insufficient willingness among stakeholders to comply with the 
measures13.  
 
Instead, Novartis proposes that the Commission learn from the knowledge gathered thus far 
by Member States who have introduced some provision of voluntary measures and adopt 
clear, simple, comprehensive and legally binding rules.  Regarding the competence for 
adoption of an EU-wide smoking ban, Novartis believes that the EC Treaty provides sufficient 
legal basis. Some of the possibilities were already indicated in the Green Paper14. A 
comprehensive EU smoking ban may be adopted according to, at least, one of the following 
provisions of the EC Treaty: 
 
- Labour protection (Article 137(2)(b) EC Treaty): The adoption of a smoking ban may 

occur by way of amendment to one of the current directives on workplace safety (e.g., the 
carcinogens Directive 2004/37/EC or Directive 89/654/EEC on minimum health and 
safety requirements), or by way of adoption of a new separate directive on smoking in the 
workplace. 

 
- Health protection (Article 152 (4)(c) EC Treaty): Although the competence for adoption of 

legislation under this provision may be narrowly construed, Article 152 nonetheless 

                                                 
12 This is a reference to Commissioner Kyprianou’s ambition to make Europe smoke free by the end of his 
mandate as Commissioner in 2009. 
13 Green Paper, page 17 
14 Green Paper, page 19. 
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speaks generally about complementing existing national policies, and encouraging 
cooperation between Member States. As regards the EU’s legislative competencies, 
Article 152(4)(c) provides for adoption of incentive measures for protection and 
improvement of human health. Although it excludes any harmonisation of the laws and 
regulations of the Member States (thus ruling out the adoption of directives under this 
provision), it remains open as to whether EU regulations, the aim of which is to unify rules 
on the Community level and not to harmonise Member States’ laws and regulations, may 
be adopted under the said provision. In such case, a smoking ban in all enclosed public 
places and workplaces would have to be adopted within a wider measure aiming at 
protection of human health, e.g., protection of non-smokers from carcinogens. 

 
- General provision on harmonisation of Member States’ legislation (Article 95 EC Treaty): 

This provision is frequently used in practice as a legal basis. In the case of a smoking 
ban, it can be used in combination with either or both of the above bases. Under it, the 
Commission is required to take a high level of protection as a base for its proposals. This 
means that the use of this legal basis would oblige the Commission to provide for stricter 
provisions in its proposal than currently exist in several or most Member States.  

 
In addition, any new rules under Article 95 must improve the functioning of the internal 
market (see, C-376/98 Tobacco Advertising, paragraph 84). Arguably, a smoking ban in all 
establishments, including within the hospitality industry, could contribute to the functioning of 
the internal market by ensuring a level playing field for owners, workers and patrons alike. 
 
 
Question 3: Is there any further quantitative or qualitative data on the health, social or 
economic impact of smoke-free policies which should be taken into account? 
 
Novartis requests that the Commission considers making a clear distinction between 
medicinal nicotine replacement products which are clinically tested as medicines and have a 
proven safety and efficacy profile and other forms of oral tobacco which retain many or 
indeed most of the harmful properties which can lead to cancer and other tobacco-related 
diseases15. 
 
The only proven way to reduce the threat of tobacco-related disease for current smokers is to 
quit smoking and discontinue tobacco use completely. The view of Novartis is that the EU 
should only allow smoking cessation related claims if a product has been clinically tested as 
a medicine. 
 
 
Question 4: Do you have any other comments or suggestions for the Green Paper? 
 

The Green Paper already acknowledges the importance that anti-smoking treatment can play 
as part of a smoking cessation flanking policy. It has been established many times over that 
nicotine replacement therapy (NRT) provides a safe and efficacious aid to ensure more 
smokers successfully quit16 and as such it should be made more easily accessible to 
smokers through the intervention of healthcare professionals who, in general, should become 
more directly involved in obtaining and distributing knowledge of efficient, cost-effective 
cessation interventions.  Certain Member States, such as the UK, have already put in place 

                                                 
15 Smoke Free Partnership: Lifting the Smoke Scree. 10 Reasons for a smoke free Europe, February 2006. 
16 Silagy C, Lancaster T, Stead L, Mant D, Fowler G. Nicotine replacement therapy for smoking cessation. 
Cochrane Database of Systematic Reviews 2004, Issue 3. Art. No.: CD000146. DOI: 
10.1002/14651858.CD000146.pub2. 
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detailed guidelines in this regard17. Alongside NRTs, other proposed activities to be 
implemented or at the very least encouraged at the EU and national levels include mass-
media cessation communications campaigns, quit-and-win competitions, telephone quit-lines 
and behavioural tobacco dependence treatments. All these quitting aids enable smokers to 
maximise the opportunity to become completely free of their dependence on cigarettes thus 
adding the enhanced health benefits to smokers that become smoke free to those provided 
to non-smokers by the reductions in  environmental tobacco smoke (ETS) exposure. As 
such, they are excellent companions to the introduction of smoke free legislation.   

An increase of the availability of proven and effective treatment for tobacco dependence has 
been one of the most promising recent strategies already to reduce smoking prevalence.  It 
is estimated that increased access to NRT in the United States has resulted in a 10-25% 
increase in the number of smokers who have quit smoking18.  Recent practice in the UK of 
maintaining a dual system of NRT availability (via prescription and/or over-the-counter in 
pharmacies) is commendable as it no doubt provides the consumer with greater access.  

The issue of easy, indeed instant access to NRT products becomes all the more pressing 
when we take into account the fact that a recent study from the UK has shown that almost 
half of all smokers put their quit attempts into effect immediately after the decision to quit is 
made.  Even more importantly, those who chose to quit immediately upon making their 
decision were also found to be significantly more likely to have remained smoke-free after six 
months19.  Furthermore, studies from the UK evaluation body NICE confirm the cost-
effectiveness of NRT20. 
 
Increased accessibility comes with increased affordability however, through lower prices and 
VAT on smoking cessation therapies and (partial) reimbursement. France has recently 
adopted a decree allowing the national health system to reimburse NRTs partially (up to 50 
euros per year) upon prescription by a general practitioner. Novartis welcomes France’ s 
initiative as a progressive step going forward and an example for others. 
 
(Partial) reimbursement of smoking cessation therapies also facilitates access to NRTs for 
lower-income groups in particular, thereby contributing to a reduction of health inequalities.  
 
Reimbursement of smoking cessation therapies (both pharmacological and behavioural) 
could partially be financed by the tax revenue from tobacco products. With this in mind, 
Novartis welcomes the consultation on the taxation of tobacco products launched by DG 
Taxation and Customs Union, and calls on DG Taxud and DG Sanco to work on close 
collaboration in the elaboration of tobacco related policies.  Taxation is one of the most 
effective measures to stop smoking.  A high level of minimum taxation for all tobacco 
products (including fine cut tobacco for rolling of cigarettes and smoke-less tobacco 
products) and yearly increases of the taxation would support the desired public health 
objectives in a very effective way.  
 
In conclusion, comprehensive legislation which includes smoking cessation 
intervention is key to achieving a truly smoke free environment. The Green Paper 

                                                 
17 NICE Public Health Guidance on Brief Interventions in Smoking Cessation, March 2006 
18 Shiffman S, Gitchell J, Pinney J.M., et al. Public Health benefit of over- the-counter medicines. Tobacco control 
1997; 6: 306-310. 
19 West R and Sohal, T “Catastrophic” pathways to smoking cessation: findings from national survey, BMJ 2006; 
332; 458-460, 27 January 2006. 
20 Woolacott N (2003). The clinical effectiveness and cost-effectiveness of bupropion and nicotine replacement 
therapy for smoking cessation: a systematic review and economic evaluation.. The Research Findings Register. 
Summary number 997. Retrieved 28 March 2007, from http://www.ReFeR.nhs.uk/ViewRecord.asp?ID=997 
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therefore provides excellent impetus for the Commission to, on the one hand and once and 
for all (especially in light of the accumulated evidence and citizens’ wishes) propose as wide 
a smoking ban as possible, and on the other hand give full recognition to, and install, 
Community smoking-cessation provisions.  

In the event, however, of a lack of political support at European level for an EU-wide 
comprehensive smoke-free legislation with tobacco cessation support, Novartis would 
strongly encourage the Commission to provide for a Recommendation to Member States to 
implement comprehensive smoke-free legislation. The coordination of Member States’ efforts 
through a relevant recommendation should integrate cessation initiatives, once again in order 
to achieve a fully integral approach.  

Novartis is of the view that binding smoke-free legislation should in any case be 
complemented by close cooperation between the Member States and the Commission. This 
would doubtlessly improve the enforcement and the monitoring of the smoking ban in the 
Member States. 
 



This paper represents the views of its author on the subject. These views have not been adopted or in any way approved by the Commission 
and should not be relied upon as a statement of the Commission's or Health & Consumer Protection DG's views. The European Commission 
does not guarantee the accuracy of the data included in this paper, nor does it accept responsibility for any use made thereof. 




