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1. Introduction 
 
The Smoke Free Partnership (SFP) is a strategic, independent and flexible partnership 
between: 
 
�  The European Respiratory Society (ERS at www.ersnet.org): Founded in 1990, the 

ERS is a not-for-profit, international medical organisation with nearly 9,000 members 
(mainly doctors, physicians and researchers in respiratory health). It is the biggest society 
in Europe in its field. With members in over  100 countr ies, the European Respiratory 
Society (ERS) aims to alleviate suffering from respiratory disease and to promote lung 
health through research, knowledge sharing, medical and public education. 

 
�  Cancer  Research UK (CR-UK at www.cancerresearchuk.org): Cancer Research UK is the 

world’ s largest independent organisation dedicated to cancer research, with a research 
spend of over 400 million Euros in 2007/2008. Cancer Research UK carries out world-class 
research to improve our understanding of cancer and to find out how to prevent, diagnose and 
treat different types of the disease. CRUK works in partnership with others to achieve the greatest 
impact in the global fight against cancer. As tobacco is the largest preventable cause of cancer 
death, tobacco control, based on sound research, is a priority for Cancer Research UK. The 
charity’s Tobacco Advisory Group (TAG) funds national and international tobacco work related 
to tobacco policy research and policy campaigning activities. 

 
�  the European Hear t Network (EHN at www.ehnheart.org).  
 
�  The Institut National du Cancer  (INCa at www.e-cancer.fr)  
 
This position paper is also endorsed by the following organisations and individuals: 
 
�  The Comité National Contre le Tabagisme (CNCT at www.cnct.fr ). The French 

National Committee for Tobacco Control is a French NGO, funded in 1868 and 
recognized as acting in the public interest “ Reconnaissance d’Utilité Publique” . The 
CNCT aims at preventing smoking and tobacco use and all the damages related to its 
consumption. 
The CNCT aims to promote tobacco control advocacy and policy research at national 
levels in collaboration with other tobacco control organisations in accordance with the 
orientations of the World Health Organisation and on the basis of best practices.   Its 
mission concerns mainly two aspects: 1 - the improvement and enforcement of tobacco 
legislation and 2 – Prevention of active and passive smoking through information 
campaigns towards the public opinion, policy makers and opinion leaders. 

 
�  Dr  Anna Gilmore and Kather ine Smith, who are based at the School for Health, 

University of Bath.  They are experts in tobacco industry conduct and are currently 
undertaking a research project (funded by the Smoke Free Partnership) which employs the 
tobacco industry©s own documents (released through litigation in the USA) to explore how 
the industry has influenced tobacco control policy in the European Union. 
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The SFP It aims to promote tobacco control advocacy and policy research at EU and national 
levels in collaboration with other EU health organisations and EU tobacco control. 
 
This response of the Smoke Free Partnership takes seriously the European Commission’s 
invitation to respond to the consultation on the draft Commission Guidelines for Impact 
Assessment in the context of an overall vision of the future of the European Union and the 
necessary political will to translate this vision into reality for all people living in Europe.  We 
welcome the principles of better regulation that include an evidence-based approach to policy-
making and take into account the benefits and costs of a regulatory proposal to both the 
economy and to society. In this context, we would like to stress that achieving a ‘high level of 
health protection’  for all European citizens has been a clear objective of European Treaties 
since Maastricht (1992) and health has a key role to play in achieving Europe’s full potential 
for prosperity, solidarity and security. Furthermore, the health of the people living in Europe 
has profound practical implications for economic success in a highly competitive, globalised 
world1,2.  
 
Because the SFP is primarily concerned with the promotion of tobacco control, tobacco 
control advocacy and research, this response will give most attention to those parts of the 
guidelines which seem most pertinent to these issues. Policies should take into account the 
total cost of the tobacco epidemic to society. Indeed, the World Bank argues that, on 
economic grounds alone, tobacco should be controlled, and estimates that when all the costs 
of tobacco around the world are subtracted from all the benefits, the net result is a global 
economic loss of US $200 billion each year3. Furthermore, the cost to the EU of tobacco 
related disease is estimated at � 100 Billion4 – 1% of the EU’s GDP, a sum almost equivalent 
to the entire European Union budget. These figures should not be underestimated: whilst the 
revised IA Guidelines do not include health impact assessment specifically, it is essential that 
IA take this issue more seriously and succeed in enabling good health for all.  A good balance 
needs to be reached between improving the likely impacts of the policy options in the 
economic, environmental and social fields and the impact of the policy options on the health 
of all European citizens. It is in this spirit that we are responding to the consultation. 

                                            
1 Suhrcke, M, McKee,M, Arce, RS, Tsolova, S, Mortensen, J. "The contribution of health to the economy 
in the European Union” . European Commission 2005 
(http://ec.europa.eu/health/ph_overview/Documents/health_economy_en.pdf) 
2 Suhrcke, M., Rocco, L., McKee, M. “Health: a vital investment for economic development in eastern Europe 
and central Asia” . WHO 2007 (http://www.euro.who.int/Document/E90569.pdf) 
3 “The Economic Burden of the Global Trade in Tobacco,”  by Howard Barnum. Tobacco Control, 1994 
4 Aspect Report – Chapter 2: 
http://ec.europa.eu/health/ph_determinants/life_style/Tobacco/Documents/tobacco_fr_en.pdf  Smoking-
attributable costs for these two categories of diseases (respiratory diseases and cardio vascular diseases) provide 
a conservative cost of smoking estimate for Europe, which ranges between � 105.83 billion and � 130.31 billion, 
or between � 228 and � 281 per capita. The indirect costs represent about 2/3 of the total costs of smoking, and 
are between � 70.55 billion and � 86.87 billion 
 



 

Response to the Consultation on the Draft Commission Impact Assessment 
Guidelines 

 

 4 

 
Response to Question 1: Do the Guidelines explain sufficiently the logic of the steps to be 
followed in the impact assessment process (problem definition, objectives, policy options, 
assessment of impacts, comparison of options, monitoring and evaluation)?  
 
Problem Definition: 
 
The SFP agrees that a good definition of the problem and a clear understanding of its causes 
are preconditions for setting objectives and identifying options to address the problem.  
 
The SFP agrees with the bullets points outlined in the guidelines5 but questions the usefulness 
of risk assessment and the “ uncertainty and risk in the baseline”  with regards to any proposed 
impact assessment linked to tobacco control policies. On page 27, the guidelines say that “The 
impact of your measure may be affected, for example, by changes in the rate of economic 
growth (x %) or the proportion (y %) of producers who adopt a voluntary standard. We 
would like to stress that the tobacco industry cannot be relied upon to regulate itself.  Indeed, 
as early as the 1960s tobacco industry sponsored research showed that nicotine was addictive: 
this information was never willingly disclosed by the industry. The tobacco industry also uses 
tactics in the developing world that are outlawed in other areas6, such as promoting tobacco 
products to children7 and young people, and advertising in ways which glamorise smoking.  
The tobacco industry also exploits farmers to such an extent that they often struggle to break-
even8.  
 
With regards to smoke free legislation, long experience and hard evidence show that 
voluntary measures do not protect workers and members of the public from exposure to 
secondhand tobacco smoke. Years of voluntary agreements in the UK resulted in little 
perceptible improvement in exposure levels: when some bar and restaurant owners were given 
the opportunity to go smokefree or maintain smoking establishments in Spain, 90% chose to 
continue to expose their staff, customers and themselves to secondhand smoke. In Germany 
the voluntary agreement between the hospitality associations (DEHOGA) and the Federal 
Ministry of Health to provide smokefree areas which came into effect on 1 March 2005 has 
failed. Only 10% of establishments comply with the full terms of the voluntary agreement in 
terms of offering smokefree areas with good signage to customers. This initiative therefore 
misses the target that was set, although even this was only to achieve compliance in 60% of 
establishments. Over two thirds of hospitality outlets have no smoking restrictions at all. The 
remaining third offer minimal levels of protection to staff and customers. The failure of the 
voluntary agreement has led the German Drugs Commissioner to call for the agreement to be 
abandoned and binding legislation to be adopted9.  

                                            
5 Top of Page 22 in the Impact Assessment guidelines  
6 Davies, P. (2003), Malawi: addicted to the leaf. Tobacco Control. 12; 91-93 
7 Hammond, R., Rowell, A. (2001) Trust us we’ re the tobacco industry. Campaign for Tobacco-Free Kids & 
Action on Smoking and Health. Washington DC and London.  
8 Framework Convention Alliance. The Tobacco Trap: The hidden cost of doing business with the tobacco 
industry. Producer: P. Stein. (2006). 
9 Press statement from Sabine Bätzing and the German Federal Health Ministry, 27 February 2007 
http://www.bmg.bund.de/cln_041/nn_599776/sid_E43613307D01DCF27522B70894D6D1E7/DE/Presse/Presse
mitteilungen/Presse-Drogenbeauftragte/pm-26-2-07,param=.html__nnn=true  
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Risk assessment and r isk management 
 
Risk assessment includes analysing the probability that a given undesired development will 
occur, exploring ways to reduce the risk, and possibly assessing mitigating measures. Thus, 
risk assessment is about the uncertainty of outcomes both in terms of probability and in terms 
of impact.  The current Commission guidelines on impact assessment encourage those 
undertaking such assessments to quantify these two parameters ‘as far as possible’  and states 
that: ‘All available scientific evidence should be used rather than subjective estimates.’   
Whilst we fully support the use of scientific evidence in policy-making processes, we would 
also like to draw attention to the guidance offered by experts in Health Impact Assessment.  
This guidance cautions that risk assessment will often be necessarily based on subjective 
perceptions which, whilst no less valid than more quantifiable measures, should not be 
inappropriately quantified as such numbers ‘would carry a spurious authority’ 10.  We therefore 
have particular concerns about the way in which the guidelines encourage users to measure 
harm in monetary terms (even though it accepts this can be difficult to achieve). 
 
In addition, the SFP would like to stress that there is no risk that could ever be identified 
regarding the benefits of tobacco control. Indeed, risk is about uncertainty (either through the 
prism of science or democracy), and almost all stakeholders accept as a certainty that tobacco 
consumption results in a loss: loss of health, loss of well being and economic loss. This is why 
we recommend that the legislative measures which have been the backbone of the 
Community©s tobacco control activities remain so in the future, whether the approach is 
focusing on citizens’  health or in relation to consumers’  behaviour.  
 
Objectives 
 
The SFP agrees with the Commission that objectives should be directly related to the problem 
and its root causes and agree that they should be ‘SMART (i.e. Specific, Measurable, 
Achievable, Realistic and Time-dependent) and that policy options must be closely linked 
both to the causes of the problem and to the objectives. However, we would like to stress that 
consideration of compliance and administrative costs, or of proportionality, should not 
undermine the long term benefits and the appropriate level of ambition for the best possible 
options, particularly when the objectives are related to achieving a ‘high level of health 
protection’  for all European citizens. The proposed guidance for impact assessments is not 
clear enough on this issue and we very much hope that our response will help improve this 
aspect in the guidelines.   
�
Policy options, assessment of impacts, compar ison of options:  
 
The SFP agrees with the EC that options should preferably have public and/or political 
support but that this should not be the sole determining factor in defining and analysing the 
options, for there can also be occasions in which political leadership and/or public education 

                                            
10 Scott-Samuel A, Ardern K, Birley M. Assessing health impacts on a population. In: Pencheon D, Guest C, 
Melzer D, Gray JM (eds). /Oxford Handbook of Public Health Practice, 2nd edn. Oxford: Oxford University 
Press, 2006, 42-55: p51. 
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is required. This is especially likely to be the case where key stakeholders are known to have 
been influencing (often in covert ways) policy agendas and public and media debates, which 
is the case with the tobacco industry in Europe11. Hence, we support the statement in the 
guidelines which acknowledges that impact assessment is an aid to political decision-making, 
not a substitute for it.  When identifying the options, the EC should also take great care in 
taking into account existing EU policies, including those that still have to be transposed by 
Member States, and if possible, relevant proposals which are still being discussed in the 
European Parliament and Council.  
 
The EC should also take into account the Framework Convention on Tobacco Control 
(FCTC) which was developed in response to the globalisation of the tobacco epidemic and 
was adopted by the World Health Assembly in May 2003. The FCTC is the world’s first 
international public health treaty and has since been ratified by 157 countries, making it one 
of the fastest ever treaties on any subject to be ratified and to enter into force. All EU Member 
States, with the exception of Italy12 and the Czech Republic, have signed and ratified the 
FCTC so the principles of the Treaty must be reflected in their national legislation and 
polices. The European Community (EC13), represented by the European Commission, is also a 
Party to the FCTC. Furthermore, Article 152 of the EU Treaty obliges the EC to help improve 
public health and work with third countries and international organisations in the sphere of 
public health14.  
�
Assessing administrative burdens and simplification potential 
 
The assessment of (positive or negative) effects on administrative burden resulting from EU 
legislation should not only be considered for businesses, citizens or public administrations but 
should also include the administrative burden on the third sector and non-governmental 
organizations. We do not understand why this is not mentioned in the guidelines (especially as 
it is mentioned in the annexes to the guidelines on page 3515).  If the guidelines do not re-
dress this balance, they may enable policy proposals which increase the administrative burden 
on organisations in this sector to progress, whilst helping prevent legislative changes that 
involve similar costs to the business sector.  This could have the unintended consequence of 
favouring the business sector over important stakeholders in the non-business sector. 
�
With regards to simplification of existing legislation, it would be useful if the guidelines gave 
few clear examples of when this is necessary and why. In other words, these examples should 
not only specify the extent to which each of the policy options achieves this simplification, 
and the difference that this will make in practice but also clearly spell out why such a 
simplification is beneficial and for whom. It cannot be assumed that benefits will necessarily 

                                            
11 Hastings, G. and K. Angus (2004). The influence of the tobacco industry on European tobacco-control policy. 
Tobacco or Health in the European Union - Past, Present and Future. Luxembourg, The ASPECT Consortium, 
European Commission Directorate-General for Health and Consumer Protection: Chapter 6: 195-225. 
12 Italy has signed the FCTC and is currently in the process of ratifying it. 
13  EC means where the member states of the EU agree to share power in certain policy areas and share common 
institutions, such as the Council, the European Parliament and the Commission.  
14 Commission Staff Working Paper accompanying the White Paper Together for Health: A Strategic Approach 
for the EU 2008-2013 (page 10).  
15 Whenever a measure is likely to impose significant administrative costs on business, the voluntary sector  or 
public authorities, the model presented below must be applied33.  
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be the same for different sectors and we would suggest that further guidance is required in 
relation to assessing differential and conflicting costs and benefits.  In those cases in which 
simplification benefits are likely to be significant for business but have a negative impact on 
citizens, public administrations, the third sector or non-governmental organisations, the 
potential cost savings should be assessed quantitatively taking into account all parameters.  
Overall, whilst we generally support the Commission’s attempts to ensure that EU legislation 
is as simple as possible, we are concerned that the Commission’s action programme to reduce 
administrative burden by 25% before the end of 2012 should not be met at the cost of policy 
outcomes which are health-damaging.�
�
Transparency 
 
We support the Commission’s various initiatives which are designed to increase the 
transparency and openness of policymaking in the EU and support the commitment to 
‘consult widely’  within the Protocol on the application of the principles of subsidiarity and 
proportionality in the Treaty of Amsterdam.  In light of this, we fully agree with the statement 
in the guidelines which claims ‘ impact assessment is a key tool to ensure that Commission 
initiatives and EU legislation are prepared on the basis of transparent, comprehensive and 
balanced evidence’ .  However, in increasing its own transparency by engaging more widely 
with stakeholders, the Commission ought to consider the extent to which the stakeholders it 
engages with are themselves transparent.  As outlined elsewhere in this response, we would 
like to stress that, due to the toxic nature of the product it sells, the tobacco industry is special 
case in terms of consultative processes.  A significant body of research demonstrates the way 
in which this industry has both withheld information concerning the health damaging 
consequences of its products and has actively attempted to undermine other evidence that has 
emerged in this area16.  Hence, we are concerned that the Commission’s approach to gathering 
data for impact assessments should incorporate mechanisms to explore the source and funding 
of this information (which may not be immediately apparent) to ensure, as the guidelines 
encourage, the quality and credibility of the data employed in this process.  We consider this 
to be particularly important in light of the fact that the external evaluation of the 
Commission’s impact assessment system found that: (i) impact assessment was not always 
adequately resourced within DGs; (ii) that stakeholder consultations were ‘not always as 
wide, timely and well-organised’  as they ought to be; and (iii) that, consequently, the 
Commission are unable to ‘make proper use of external expertise’ .  As a consequence of these 
findings, we are concerned that limited resources to undertake IAs may result in a temptation 
to incorporate information provided by external stakeholders without appropriately assessing 
its validity or credibility.  This is a potentially crucial flaw in the IA guidelines, particularly at 
a time in which the Commission is attempting to increase the transparency and openness of its 
policymaking processes. Introducing a system to check on the validity, credibility and sources 
of information provided by external stakeholders would help guard against the covert 
introduction of biased and misleading information into IA processes by stakeholders with 
vested interests in particular outcomes. This kind of investigative procedure might also help 

                                            
16 See, for example : Diethelm, P. A., J.-C. Rielle, et al. (2004). "The whole truth and nothing but the truth? The 
research that Philip Morris did not want you to see." The Lancet 366(9479): 86-92; And: Gruning, T., Gilmore, 
A.B., et al. (2005). "Tobacco Industry Influence on Science and Scientists in Germany." American Journal of 
Public Health 96(1): 20-32. 
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address another problem highlighted by the external evaluation team, which is that a 
significant number of policymakers do not currently perceive IAs to be objective enough to be 
of use. 
�
Monitor ing and evaluation�
�
The SFP fully agrees that policymakers need to be able to verify if implementation is ‘on 
track’ , and the extent to which the policy is achieving its objectives. The SFP believes that 
tobacco control milestones should be set and a mix of indicators should be identified to 
measure performance and implementation of policy options. A mix of indicators should be 
used, according to the policy area being assessed. �
�
Involving civil society in monitoring and evaluation ought to be considered and clear 
decisions should be made about this (depending on the nature of the contribution various 
organisations can offer).  In tobacco control, Non-Governmental Organizations (NGOs) have 
played a leading role in combating tobacco use in many countries and, on a global level, were 
instrumental in ensuring the success of the FCTC negotiations. Recently negotiated treaties 
have recognized the crucial role played by civil society organizations in such treaty 
development and implementation17. It is important for the EU to follow this trend and 
welcome the involvement of NGOs not affiliated with the tobacco industry. NGOs include 
some of the world’s leading experts on tobacco control issues. Such organizations can serve 
as expert witnesses, educators, communicators and sources of new ideas and information for 
the EU and the Members States. Equally important, NGOs will be working in partnership with 
health ministries in most countries to implement EU regulation and the FCTC. The FCTC 
recognizes the importance of NGO involvement18.  
 
 
Response to Question 2: Do the Guidelines preserve the proper balance between economic, 
social and environmental impacts that is required in the integrated and balanced approach to 
impact assessment?  
 
NO 
 
First, with regards to the balance between economic, social and environmental impacts 
(i.e. identification of economic, social and environmental impacts of a policy, why they occur 
and who is affected), the primary objective for the Impact Assessment Guidelines should be to 
promote European objectives of equity, social justice and well-being for people and society. 
Thus, the economic pillar of the IA should be an objective only in so far as it is sustainable 
and responsive to these needs, improves environmental and social conditions and protects and 
promotes health.  
 
The guidelines specify that “ Impacts should be considered in the context of Treaty objectives 
and the EU©s overarching policy goals, such as promoting sustainable development, achieving 
the goals of the Lisbon Strategy, the EU energy strategy, and respect for Fundamental 

                                            
17 http://fctc.org/iwg_cops/bp1.php  
18 COP 1 Briefing Paper 1 Recommended Rules for NGO Participation for the Conference of the Parties to the 
FCTC. 



 

Response to the Consultation on the Draft Commission Impact Assessment 
Guidelines 

 

 9 

Rights” . The SFP agrees with this sentence but would like to point out that  even if the Lisbon 
strategic approach has contributed to growth in certain sectors, it has been insufficient to 
address real needs and ambitions for health, well being and quality of life as successive 
Eurobarometer surveys19 and other indicators of public opinion and demand have shown. 
Unless the European Union embraces a truly sustainable development approach to growth, 
with a primary purpose of improving its societies, it will fail in its founding objectives. We 
are concerned that the list of questions related to the economic pillar is disproportionately 
favoured over the other two pillars (social and environmental). Also, the careful identification 
of ‘winners’  and ‘ losers’  outlined in the guidelines is worrying as this implies that it might 
lead to a “change of design of an option or the introduction of accompanying measures to 
mitigate the negative impacts” . We are specifically worried by the sentence “ a proposal may 
be very beneficial for consumers, while the costs fall mainly on enterprises”  as if this was 
necessarily a negative aspect of an option. In such cases, the Impact Assessment should 
beware of inappropriate or perverse incentives for the economic growth of the business sector 
when the primary objectives should be social welfare of all. 
 
Secondly, health impact assessment should be taken into account and incorporated within 
each of the three pillars (in the current guidelines health impacts are, unfortunately, only taken 
into account into the ‘social’  pillar). European health challenges are not limited to Article 168 
of the draft amended Treaty of the Union (TEU) alone: the European Union can improve and 
protect health through articles throughout the Treaty, from aims to functions.  Indeed, Article 
152 requires the EU to "mainstream" health protection, by "ensur[ing] a high level of human 
health protection" in all its policies and activities. We would suggest that this places a 
responsibility on the Commission, in cooperation with DG SANCO, to ensure that legislative 
developments do protect health, which implies a duty to conduct Health Impact Assessments 
of all EU policies. Health Impact Assessments involve ‘a combination of procedures, methods 
and tools by which a policy, programme or project may be judged as to its potential effects on 
the health of a population, and the distribution of those effects within the population’20.  To 
date, there is little evidence that DG SANCO have had the capacity to do this.  Indeed, as a 
number of commentators have noted, some EU policies, such as subsidies for tobacco 
production, are likely to work against the protection of health.  To ensure that EU policies 
meet the requirements set out in Article 152, it is therefore essential that impact assessment 
tools incorporate assessments of the prospective impacts of policy proposals on health.  Such 
an assessment should be incorporated into each of the three existing strands - economic, social 
and environmental impacts – as impacts on population health both inform and are informed by 
factors in each of these strands and without considering this, EU policy proposals run the risk 
of being health-damaging. 
 
Thirdly, we are very concerned that the “ governance, participation, good administration, 
access to justice, media and ethics”  dimension of the Impact Assessment is only part (again) 
of the social pillar. All actors and stakeholders should be treated on an equal footing21, with 
due respect for their diversity and this question should be underlined and stressed in a 

                                            
19 http://ec.europa.eu/health/ph_publication/eurobarometers_en.htm  
20 WHO European Centre for Health Policy (1999). Health impact assessment: main concepts and suggested 
approach, Gothenburg consensus paper. ECHP, Brussels 
21 With the exception of the tobacco industry. Explanation in question 3 of this consultation response. The 
specificities of the industry mean that nor mal rules of engagement cannot apply. 
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balanced way across each of the three strands which consider the economic, social and 
environmental impacts of the policy options. The same is true with regards to the involvement 
of stakeholders in issues of governance as provided for in the Treaty. 
 

With regards to stakeholder  consultation processes and an integrated and balanced 
approach to impact assessment, we understand that Consultation with interested parties is 
an important part of the impact assessment process that must be carried out according to a set 
of minimum standards22. We would like to stress that, with regards to the impact of tobacco 
control policies, there is a balance to be struck between consultations that take into account 
the views of all interested parties and the wider interests of EU public health and global 
tobacco control. �

Article 5.3 of the FCTC clearly states that when Parties are setting and implementing public 
health policies related to tobacco control, they shall ‘act to protect these policies from 
commercial and other  vested interests of the tobacco industry in accordance with 
national law.’  One of the major drivers behind the development of the FCTC, the first 
international public health treaty, is the understanding that the tobacco industry is not just 
another industry. The specificities of the industry mean that normal rules of engagement 
cannot apply. This understanding has come about due to the conduct and actions of the 
tobacco industry itself.  There is solid and overwhelming evidence (for the most part provided 
by internal documents from the tobacco industry) that this industry has actively and 
systematically sought to hinder, delay, and prevent the adoption of effective tobacco control 
policies23,24.  
 
We support Protocol No 7 on the application of the principles of subsidiarity and 
proportionality, annexed to the Amsterdam Treaty, which states that ‘The commission should 
consult {.....} widely before proposing legislation and, wherever appropriate, publish 
consultation documents25’ .  The public health and tobacco control community believes that it 
is paramount for inclusive consultative processes to be maintained and therefore do not seek 
the total exclusion of the tobacco industry. Our concerns relate to what kind of access / 
participation they are given as well as to the legitimacy of the tobacco industry’s contribution 
to public health (or any other) policy. Given that tobacco kills one in two of its long-term 
users, when used exactly as intended by the manufacturer, the tobacco industry’s business 
interests directly conflict with the goals of public health and other policy goals relating to the 
wellbeing of EU citizens.  As the Impact Assessment guidelines also mention that 
consultations “ may be restricted to a specific category of stakeholders… or limited to a set of 
designated individuals” , we suggest that the Commission should interpret the guidelines in 
such a way as to avoid  face to face debate with the tobacco industry because of the unique 
role of its products in causing harm and because of its track record of deceptive behaviouri: 
We understand that the impact of Article 5.3 on the Commission and its consultation 
procedures has yet to be clarified. However the European Community is a signatory to the 

                                            
22  http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=COM:2002:0704:FIN:EN:PDF  
23 Ong EK, Glantz SA (2000).The Lancet 355 (9211): 1253-1259 
24  Hong, M. K., Bero, L. (2002) How the tobacco industry responded to an influential study of the health effects 
of second hand smoke. BMJ. 325: 1413-1416 
25 http://www.eu2006.gv.at/en/The_Council_Presidency/subsidiarity/dokumente/protokollsubsidiarity.html  
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Treaty and is therefore legally bound by its provisions (the EU ratified the FCTC on 30 June 
2005).  
 
It should also be noted that the Communication on general principles and minimum standards 
for the consultation of interested parties by the Commission26, COM (2002) 704 was adopted 
in 2002, three years before the FCTC entered into force.  Accordingly the impact of Article 
5.3 on the Commission and its consultation procedures has yet to be clarified. However the 
European Community is a signatory to the Treaty and is therefore legally bound by its 
provisions (the EU ratified the FCTC on 30 June 2005).  It is our hope that the Commission 
will consider revising its consultation procedures in light of its new obligations resulting from 
FCTC ratification.  
 
Response to Question 3: Do the Guidelines Cover sufficiently the specific aspects of these 
impacts  
 
NO 
 
Fur ther  guidance for  assessing specific aspects of economic, social and environmental 
impacts: 
 
Assessing impacts on public administrations and population health: Given the very 
limited emphasis placed on the health impacts in the current impact assessment guidelines (as 
discussed above), it perhaps goes without saying that we do not believe the current guidelines 
sufficiently assess the health aspects of economic, social and environmental impacts.  In 
particular, no recognition appears to be given to the economic costs that negative health 
outcomes imply for member states’  populations and public administrations (through, for 
example, the costs of clinical intervention and care for cancer patients). 
 
Assessing impacts specifically affecting NGOs and the voluntary sector : The SFP agrees 
that SMEs can be affected by the costs of regulations more than their bigger competitors. 
However, many policies affect NGOs just as they affect SMEs (e.g. public procurement as 50-
70% of third sector©s activity is funded from public finance). Still, as NGOs do not identify 
themselves as ‘economic operators’ , they are often dismissed as not being an integral part of 
the economic sphere. The Union of International Association (UIA), established in 1910, 
collects information on international non-profit organisations throughout the world in a 
‘Yearbook of International Organisations’ . In 1959 there were 985 entries in the yearbook, by 
2003 this had risen to almost 21,000 organisations. The World Bank estimates that the number 
of international NSAs has increased from 6,000 in 1990 to 26,000 by 1999. Some 
commentators have called this a ‘global associational revolution’27. The lack of an agreed 
definition of this sector has hampered the collection of data on the size and importance of 
non-state actors. However, the John Hopkins Comparative non-profit project28 has gathered 
information from 35 developing and developed countries for the period 1995-1998. The 

                                            
26 http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=COM:2002:0704:FIN:EN:PDF  
27 Matthews 1997; Rosenau 1997; Boli and Thomas 1999 
28 Data on 35 countries from the Johns Hopkins Comparative Nonprofit Sector Project managed by the Centre 
for Civil Society Studies at the John Hopkins University.http://www.jhu.edu/%7Ecnp/research.html 
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statistics point to the overall importance of the non-state actor sector:  
 

·  1.3 trillion dollars in expenditure, equivalent to 5.1% of combined expenditure. 
·  The world’s seventh largest economy. 
·  39.5 million full-time equivalent employees or 4.4% of the economically active 

population. In fact this represents 10 times the number of employees in the utilities 
and textiles industries and 5 times the food manufacturing industry in these countries. 

·  190 million people volunteer for the sector. This represents more than 20% of the 
population or the equivalent of 221 volunteers per 1,000 of the adult population. 

 
These figures underline the centrality of the non-state sector to the economy and society. It 
shows their ability to mobilise volunteers and contribute towards social capital. The IA needs 
to acknowledge the importance of this sector which is totally dismissed in the proposed 
guidelines. Furthermore, when the analysis shows that NGOs are disproportionately affected 
or disadvantaged compared to large companies, mitigating measures should be considered. 
 
 
Response to Question 4: Do the Guidelines Cover a sufficiently broad range of analytical 
methods, and are these methods treated in sufficient detail?  
�

The SFP understands that the IA TOOLS29 presents the user with an inventory of economic, 
environmental and social impacts against which the options of the policy proposal should be 
checked. However, given the very short period allocated and the time of publication for this 
consultation, the SFP has had no time to delve further into the IA analytical methods and its 
details. One aspect of the methodological approach that appears to warrant further reflection, 
however, is the emphasis placed on expressing information in quantitative and monetary 
terms (this is particularly noticeable on pages 35 and 49 of the impact assessment guidelines, 
for example). As the Information note from the President of the Commission30 acknowledges, 
the lack of ‘availability and/or quality of data often makes quantification of impacts 
impossible within the limits of a proportionate level of analysis. Particularly in the social 
pillar, a lack of reliable methodologies and tools also often impedes the adequate assessment 
of impacts.’  Although the guidelines pay some attention on analysing qualitative data, we 
would like some further reassurance that social (and health) impacts of policies which are not 
easily quantifiable are not eclipsed by the economic costs to businesses which are, by their 
nature, far easier to quantify. We consider this to be a particularly important issue in light of 
the independent evaluation of the Commission’s Impact Assessment System31, which 
concludes that, ‘because of the difficulty of identifying and quantifying certain types of 
impacts, the analysis of economic impacts is often more developed and concrete than the 
analysis of social or environmental impacts.’  

                                            
29 See: http://iatools.jrc.ec.europa.eu/bin/view/IQTool/ImpactInventory.html  
30 Secretary General (2007) ‘Better Regulation and enhanced Impact Assessment’  Information Note from the 
President to the Commission. European Commission: Brussels. 
31 The Evaluation Partnership (2007) Evaluation of the Commission’s Impact Assessment System – Final Report 
http://ec.europa.eu/governance/impact/docs/key_docs/tep_eias_final_report.pdf: p4 
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Finally, the SFP would like to point out that, as specified in the guidelines themselves32, that 
consulting interested parties is an obligation for every IA and it must follow minimum 
standards described as follows: 
 
�  Planning your consultations early. 
�  Engaging the r ight stakeholders, using the most appropr iate timing, format and tools 

to reach them. 
�  When appropriate, maintain contact with stakeholders throughout the process. 
�  Analyse stakeholders© contributions for the decision-making process and give feedback in 

the IA report on how the input was used. 
 
We hope that the Commission will explain in its consultation report why it chose to launch its 
public consultation on the draft revised text to gather stakeholders© feedback for such a short 
period (running from 2 June until 25 July 2008) and what step it took to engage the “ right”  
stakeholders using the most appropriate timing format and tools to reach them. 
 
CONCLUSIONS 
 
Today’s Europe and today’s world call for a more coherent rationale to tackle major global 
challenges. This needs to be adequately reflected in the Impact Assessment guidelines. Health 
has a crucial role to play in achieving Europe’s full potential for prosperity, solidarity and 
security. We therefore hope that a good balance will be reached between improving health in 
its own right and valuing health as a key par t of the solution to address all the challenges 
facing Europe today.  
 
SFP General Recommendations: 
 
·  The SFP welcome the principles of better regulation that include an evidence-based 

approach to policy-making and take into account the benefits and costs of a regulatory 
proposal to both the economy and to society.  

 
·  Achieving a ‘high level of health protection’  for all European citizens has been a clear 

objective of European Treaties since Maastricht (1992) and health has a key role to play in 
achieving Europe’s full potential for prosperity, solidarity and security. 

 
·  The primary objective for the Impact Assessment Guidelines should be to promote 

European objectives of equity, social justice and well-being for people and society. Thus, 
the economic pillar of the IA should be an objective only in so far as it is sustainable and 
responsive to these needs, improves environmental and social conditions and protects and 
promotes health.  

 
·  The Smoke Free Partnership supports the principles of Impact Assessment that are 

objective, impartial and which use transparent measures and processes that have had no 
undue influence from ANY vested source.  

 

                                            
32 Page 18 of the Draft IA guidelines 



 

Response to the Consultation on the Draft Commission Impact Assessment 
Guidelines 

 

 14 

·  Whilst the revised IA Guidelines do not include health impact assessment specifically, it is 
essential that IA take this issue more seriously and succeed in enabling good health for all: 
a good balance needs to be reached between improving the likely impacts of the policy 
options in the economic, environmental and social fields and the impact of the policy 
options on the health of all European citizens 

 
·  Constraints such as compliance costs or considerations of proportionality should not 

undermine the long term benefits and the appropriate level of ambition for the best 
possible options, particularly when the objectives are related to achieving a ‘high level of 
health protection’  for all European citizens. 

 
·  The assessment of (positive or negative) effects on administrative burden resulting from 

EU legislation should not only be considered for businesses, citizens or public 
administrations but should also include the administrative burden on the third sector and 
non-governmental organizations. 

 
·  Involving civil society in monitoring and evaluation ought to be considered. 
 
·  Health should be taken into account and incorporated within each of the three pillars  
 
·  The “ governance, participation, good administration, access to justice, media and ethics”  

dimension of the Impact Assessment is a cross cutting issue which should be highlighted 
in a balanced way between the economic, social and environmental impacts of the policy 
options. All actors and stakeholders should be treated on an equal footing33, with due 
respect for their diversity. The same is true with regards to the involvement of 
stakeholders in issues of governance as provided for in the Treaty. 

 
SFP Specific Recommendations: 
 
·  Policies should take into account the total cost of the tobacco epidemic to society. The 

World Bank argues that, on economic grounds alone, tobacco should be controlled, and 
estimates that when all the costs of tobacco around the world are subtracted from all the 
benefits, the net result is a global economic loss of US $200 billion each year34. 
Furthermore, the cost to the EU of tobacco related disease is estimated at � 100 Billion35 

 
·  The tobacco industry cannot be relied upon to regulate itself nor to use voluntary 

measures. 
 

                                            
33 With the exception of the tobacco industry. Explanation in question 3 of this consultation response. The 
specificities of the industry mean that nor mal rules of engagement cannot apply. 
34 “The Economic Burden of the Global Trade in Tobacco,”  by Howard Barnum. Tobacco Control, 1994 
35 Aspect Report – Chapter 2: 
http://ec.europa.eu/health/ph_determinants/life_style/Tobacco/Documents/tobacco_fr_en.pdf  Smoking-
attributable costs for these two categories of diseases (respiratory diseases and cardio vascular diseases) provide 
a conservative cost of smoking estimate for Europe, which ranges between � 105.83 billion and � 130.31 billion, 
or between � 228 and � 281 per capita. The indirect costs represent about 2/3 of the total costs of smoking, and 
are between � 70.55 billion and � 86.87 billion 
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·  Almost all stakeholders accept as a certainty that tobacco consumption results in a loss: 
loss of health, loss of well being and economic loss. This is why we recommend that the 
legislative measures which have been the backbone of the Community©s tobacco control 
activities remain so in the future. 

 
·  The IA should take into account the Framework Convention on Tobacco Control (FCTC) 
 
·  It should also be noted that the Communication on general principles and minimum 

standards for the consultation of interested parties by the Commission36, COM (2002) 704 
was adopted in 2002, three years before the FCTC entered into force.  Accordingly the 
impact of Article 5.3 on the Commission and its consultation procedures has yet to be 
clarified. However the European Community is a signatory to the Treaty and is therefore 
legally bound by its provisions (the EU ratified the FCTC on 30 June 2005).  I t is our  
hope that the Commission will consider  revising its consultation procedures in light 
of its new obligations resulting from FCTC ratification and the adoption of 5.3 
guidelines in November  2008.  
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36 http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=COM:2002:0704:FIN:EN:PDF  


