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1. I write in a personal capacity. My interest arises from my position as the former director of the tobacco control organisation Action on Smoking and Health (UK) from 1997 to 2003.  I am currently Head of Environmental Policy for one of Europe’s largest environmental regulators.  
2. I have reviewed the draft report and consider this to be a poor basis for progress with evidence-based policy-making for smokeless tobacco products (STP).  The report contains a useful survey of the available evidence, though with excessive detail on issues of marginal importance and insufficient discussion of the more important matters. Many of the interpretations of the evidence are value-laden and many of the conclusions drawn are partial, poorly framed and likely to mislead.   In my first submission to the Committee, I raised a series of issues relating to framing the analysis
.  The report largely fails to address these challenges.  I will set out several observations below.   
3. Burying the most important evidence.  The report’s conclusions go to considerable lengths to avoid a clear articulation of the scientifically uncontested characteristics of STP, namely that it is much less hazardous than smoking and not particularly harmful in absolute terms.  Furthermore, its addictiveness is discussed as if this is a negative characteristic, yet it is an advantage. If it did not deliver a ‘satisfying’ bolus of nicotine, it would not be an adequate substitute for smoking.  The experience of Sweden, Norway, the United States and other countries shows that, in physiological terms, STP is a viable substitute for cigarettes but orders of magnitude less hazardous.   

4. Sidelining the Swedish experience. The conclusions manage to almost entirely overlook the living experiment that is runs in Sweden.  Reading the abstract and executive summary, a reader would be unlikely to conclude that Sweden has by far the lowest rates of tobacco-related mortality and morbidity in the developed world (see appendix). Yet this is a very important outcome: in fact, it should be the primary goal of public health policy. The report reads as if little can be learned from the Swedish experience – but this is not the case at all.  Through a variety of mechanisms (including smoking cessation, reduced initiation and substitution) STP has delivered a major public health benefit in Sweden, which has levels of smoking related disease far below most of the rest of Europe. This is a highly salient fact, yet it is barely articulated in the report’s conclusions. Far too little is made of the experience of Sweden, nor is there any apparent understanding in the report that denying the options that are available in Sweden to citizens the rest of the European Union may be causing great harm – through encouraging smoking rates that are higher than they would otherwise be.   

5. Incorrect focus. The general conclusion drawn is stated as follows and is completely inadequate and misleading: 

STP are addictive and their use is hazardous to health. STP contain various levels of toxic substances. Evidence for the role of STP as a smoking cessation aid is insufficient, while data on progression from STP into smoking are inconsistent. It is not possible to extrapolate the patterns of tobacco use from one country where oral tobacco is available to other countries due to societal, and cultural differences.
This fails to reflect the single most important characteristic: that STPs are many times less hazardous to health than smoking, of the order of one to three orders of magnitude less hazardous, depending on the product.  There is also a large range of risks within smokeless tobaccos, with snus providing relatively low risks. If the Committee has been unable to draw that conclusion from the available evidence it cannot have been looking very carefully.  Though the most important conclusions are barely reflected in the summary and conclusions, they do appear in the body of the report.  However, the crucial section on harm reduction (3.8) is especially poor and evasive. 
· The discussion of reduced respiratory risks appears to suggest these would only be realised if smoking was banned, which is an entirely fallacious qualification.  
· The discussion of cardiovascular disease simply states that the relative risk is ‘hard to quantify’, which is true, but misleading.  There are some poor quality earlier studies (eg. Bolinder et al
) that appear to show some cardiovascular risk and these make it is hard to quantify, given the later and better designed studies showing negligible risk.  But even the extremes available in the literature show that smokeless tobacco use has much lower than for smoking. A thorough review by Asplund (2003)
 concluded that smokeless tobacco use had much lower cardiovascular risks than smoking.  

· The discussion of oral and GI cancer does not even mention that risks arising from smoking are generally higher than for STP.  This is extremely misleading. 
· Lung cancer, the most important tobacco-related cancer, is discussed in a single sentence.  
Yet the relative risks are the most important issue because the EU has banned this product whilst the market-leading tobacco product, cigarettes, is widely available.  There are no precedents for the extremely dangerous and reckless policy of banning a much lower risk alternative to a very high risk market leader. The report reads like a nit-picking study of the safety of Volvo motor cars in a hypothetical world where most vehicles are high-powered motorcycles. 
6. Unusable and evasive conclusions. None of the statements in the conclusion or any other in the summary will provide policy-makers with a useful scientific assessment that will help them decide the best course of action for the protection of health of European citizens. The summary and conclusions of the report are worthless and misleading in their current form and deserve the harshest criticism.  
6.1 The conclusion that STP is ‘addictive’ and ‘hazardous’ tells policy-makers nothing useful or new. Coffee is addictive and sausages are hazardous to health if eaten to excess. For policy purposes, it is a matter of degree and statements about risks and hazard are meaningless unless quantified and stated relative to other risks.  The most important characteristic is the risk relative to smoking, which delivers far higher toxicity.  The addictiveness of STP is in fact an advantage, as it is this characteristic that allows it to substitute effectively for smoking. This finding is an example of the report making a factually correct statement, but devoid of context and so missing the point and misleading the reader. 

6.2 The report asserts that evidence for the role of STP as a smoking cessation aid is insufficient.  But sufficient for what purpose and to what standard?   Actually the evidence that there is (from studies of reported transitions in smoking behaviour) does suggest a viable role in cessation – but the formulation of the conclusion allows that to be suppressed behind an arbitrarily high evidential hurdle. Because STP is not a medical intervention, but a market-based consumer behavioural response, the medical benchmark of a randomised controlled trial is unlikely to work.  Again the experience of Sweden convincingly demonstrates the use of STP as an exit route from smoking.  Foulds et al (2003)
 concluded: 
Snus availability in Sweden appears to have contributed to the unusually low rates of smoking among Swedish men by helping them transfer to a notably less harmful form of nicotine dependence.
Ramström and Foulds (2006)
, provide more specific analysis of the mechanisms, concluding: 
 Use of snus in Sweden is associated with a reduced risk of becoming a daily smoker and an increased likelihood of stopping smoking

This important conclusion, and the findings of several other studies that conclude much the same, appear to have been lost in the Committee’s conclusion. Why?   Although much is made of the Norwegian tobacco statistics report
 to conclude (erroneously) that snus does not reduce smoking, the following observation about the importance of snus in quitting in Norway would be lost on most readers of the Committee’s conclusions:

 […] nicotine gums, nicotine patches and Zyban were used by ten, four and three per cent, respectively, as part of the last and successful attempt to quit smoking. Very few had sought help using the national telephone helpline (Røyketelefonen), whereas 17 per cent reported that they used snus during their last attempt to quit.
6.3 The casual statement of a summary of the Norwegian experience with snus in section 3.8 on harm reduction is especially inappropriate (page 106 of preliminary report). 
If, on the other hand, the availability of snus has little impact on smoking prevalence but adds further tobacco users to the existing population, as appears to have occurred in Norway (chapter 3.3.3.2), there would be no benefit, but an adverse impact on public health from allowing snus use

This formulation fails at three levels.  First, it is overconfident and definitive. Much stronger evidence for the beneficial effects of snus elsewhere in the report is summarised in highly hedged and qualified language.  Second, it is an inaccurate summary of the substantive discussion of the Norwegian experience set out in 3.3.3.2 of the report.  That conclusion is only one possible explanation for the data presented and that conclusion is not drawn in the body of the report as clearly as stated in 3.8.  Third, section 3.3.3.2 is in itself an inaccurate assessment of the Norwegian experience, at least according to the Norwegian institute responsible for the data.  The experience in Norway is that male smoking quit rates increased more rapidly than female as snus use increased; that snus is used by more smokers in the process of quitting successfully; and that smoking quit rates are higher amongst daily users and former users of snus than non-users. This paragraph reflects the interpretation of the data by the Norwegian institute for Alcohol and Drug Research and summarised in its evidence to the Committee
:

These findings clearly demonstrate that users of snus are significantly more likely to quit than non-users. This result is consistent with several Swedish studies already cited in the report.[…]  In order to address the third and fifth question, the SCENIHR-report has applied inadequate (and unpublished) data for Norway in chapter 3.3.3.2. If more adequate data is to be used, a revised conclusion may be drawn

6.4 The conclusion that the Swedish data “do not support the hypothesis that smokeless tobacco (i.e. Swedish snus) is a gateway to future smoking” conceals that important conclusion: namely that the data do support the opposite hypothesis – that Swedish snus is an ‘exit’ gateway out of smoking - and there is abundant evidence for that
.  There is also reasonable evidence that it displaces smoking initiation.   A further conjecture, not explored or recognised in the report, is that snus use in men may have an effect on women’s smoking prevalence through ‘denormalising’ smoking in the home and the tendency of cohabitants to adopt similar smoking behaviours.  This ‘inconclusive’ conclusion misleads the reader about the considerable volume of evidence that is available and that does support more relevant hypotheses..

6.5 By stating that is not possible to extrapolate Swedish experience to other countries, the Committee states the obvious, but presents no evidence to support the more implausible hypothesis that the impact on smoking would be different to Sweden.  Of course, one cannot assume that Sweden’s experience can be replicated everywhere. But a reasonable working hypothesis would be that the effects would be similar in other countries, at least in direction, if not in magnitude, unless there was some evidence to the contrary.  No evidence is presented in the report that other countries would be completely different.  In fact, this argument forms an evidential ‘Catch 22’ because the only way to gather evidence about the impact of STP outside Sweden would be to liberalise it and record what happens to smoking prevalence as snus consumption rises. But if a regulator demands certainty in advance of liberalisation, then the product will never be liberalised and the data never gathered. This is another case of an unrealistic evidential hurdle being used to argue that nothing is known or can be known.  In fact, it would be impossible to generalise from the past at all, because an introduction of snus as a harm reduction strategy would happen in a way that hasn't been done anywhere, but we should expect the policy-driven approach to favour better outcomes and to respond to and correct policies if adverse trends develop.  If the mis-statement of the Norwegian experience is corrected as discussed, then both countries show a consistent impact and that should strengthen a working hypothesis that the Swedish success could be exported, at least until confounding evidence can be produced.  

7. Poor framing of risk. Pages 46-99 are devoted to an exhaustive discussion of an only partially relevant question: whether there are health impacts of STP compared to not using tobacco. Even this lengthy assessment of a relatively small risk is not quantified in the summary and conclusions, yet in the management of risk, quantification is of paramount importance.  A quantification of risk would show that STP does present a hazard, but that regulation to reduce the most toxic constituents would make the level of risk small and tolerable.   Furthermore, the key issue is the relative health impact of STP compared to smoking, to which fewer than three pages are devoted, despite the centrality of this question in policy-making.  The key scientific issue is establishing a spectrum of risk from non-use, through NRT, STPs and combustible tobacco products.  That would allow an estimate of the risks arising from unintended consequences of allowing STP into a regulated market (for example uptake by non-smokers) compared to the benefits to smokers that switch or use it to quit.  This framework is readily available as a risk-use equilibrium curve
, yet this model is not used to frame the absolute and relative risks in a way that is meaningful to policy-makers or citizens
.  Once again, the Committee provides a poor quality assessment. 
8. Failure to communicate knowledge in conditions of uncertainty.  The easy option for scientists that are unwilling to take responsibility for their advice or divided in their opinions is to declare ‘insufficient evidence’ or a need for ‘more research’, whilst avoiding making any assessment of what is known.  The key challenge for an advisory committee is to be able to communicate to policy makers what is known, however imperfectly,  or what should be accepted on a ‘balance of probabilities’ basis. It is important that they do this because policy-makers have to decide (even if the decision is to maintain the status quo) on the basis of the available evidence and cannot reserve judgement indefinitely.  The Committee’s conclusions repeatedly avoid this responsibility by arguing insufficient evidence (with a standard of sufficiency set excessively high).  I would like to draw the of the Committee and the European Commission to a far superior effort at communicating knowledge in conditions of uncertainty: that adopted by the Intergovernmental Policy on Climate Change Fourth Assessment Report
, especially the summaries for policy-makers, which aim to convey the best possible scientific advice to policy makers.   This impressive scientific assessment was based on clearly principled guidance in assessing and communicating knowledge in conditions of uncertainty
.  Its approach is to use words like ‘likely’ to convey probability greater than 66% or ‘very unlikely’ to convey probability below 10%.  It also recognises expert judgement and other insights as important contributors to the base of knowledge to be presented to policy-makers.  The IPCC is a scientific body that takes its responsibilities to policy-makers and citizens very seriously and commands great respect.  There is no sign of a similarly credible approach to communicating uncertain knowledge in this Committee’s report.  
9. Misplacing the burden of proof.  In its summary of the evidence the Committee has ignored a crucial epistemological challenge.  This is that the absence of STP in the market place may be having harmful effects on European citizens. These might arise because smokers are denied options to quit, or to reduce their risks while continuing to use nicotine – as they have done in Sweden.  This framing is important because the current policy intervention for smokeless tobacco
 is to ban a much less hazardous product in the majority of Europe than the market leader.  A policy that inversely discriminates in this way is absolutely without precedent and should require an extremely strong evidence base. For this reason, it would have been better if the committee had attempted to assess the strength of the evidence that supports the current approach.  However almost all of its analysis starts from the position that takes the status quo as a given,  rather than asking the deeper and more relevant question about the strength of evidence that supports the EU policy in this area.  The current policy has virtually no supporting evidence.  My main concern is that in failing to address this, the Committee is implicitly sanctioning a policy that is harming and killing EU citizens.   It is the ban that needs an evidence base, not the case for lifting a ban.
10. Health effects of smokeless tobacco. Having reviewed the evidence considered in the report, I believe it should lead to the following conclusions: 

a. That smokeless tobacco health risks are relatively small but not trivial; 

b. That these risks vary considerably between products and the imposition of product standards could substantially reduce the risks; 

c. That these risks fall within in a range that is one to three orders of magnitude less hazardous that cigarette smoking;  

d. That the nicotine delivery characteristics of smokeless tobacco products (its ‘addictiveness’) allow it to be a viable alternative to smoking;

e. That experience in Sweden shows smokeless tobacco is used by smokers to reduce risk and quit smoking and in aggregate the effects of smokeless tobacco in Sweden have been very positive for public health;

f. That to the extent we have evidence, smokeless tobacco reduces smoking by providing a low risk alternative and a route smoking cessation;
g. That in Sweden where it is widely used, it has made a substantial contribution to reducing the burden of smoking related disease, and that there is no evidence that it would not have similar effects in other countries;

h. That we cannot know how it will work in other countries where it is not traditionally used, but it will not be possible to assess this until the product is made available;

i. There is a considerable risk that the prohibition by law of a product known to reduce risks in European countries where it widely used is having a net harmful effect on public health in Europe.     

I challenge the Committee to dispute this alternative and far more policy-relevant set of evidence based conclusions, which are actually based on the evidence reviewed in the report. 

11. The “wrong-questions” defence is not acceptable. It should not matter that the Committee has not been asked exactly the appropriate questions.  It is the duty of scientists to highlight methodological weaknesses, not to be constrained by them or to use them to justify making a misleading scientific assessment.   
12. Conclusion.  The Committee’s report does not contribute to the Commission’s efforts to re-assess the perverse regulation that governs smokeless tobacco products.  Whilst much of the evidence has been gathered, the poor interpretation of data and inadequate framing of conclusions will not assist the Commission in its goal of achieving better evidence-based health policy.    

13. Disclosure. I would like to state that I have no competing interests or any connection financial or otherwise with any part of the tobacco industry and its associates. 

Clive Bates

28 September 2007

Appendix – Sweden’s low rates of cancer
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	Lung cancer.  The data show very substantial differences in lung cancer mortality rates – the dominant cause of lung cancer is tobacco use and different patterns of use explain most of the differences in lung cancer.  Sweden has the lowest lung cancer rates in the developed world – and very different patterns of tobacco use, with high use of oral snuff (snus) displacing smoking.  The difference between these curves – projected globally and into the future - represent millions of premature deaths. 
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	Oral cancer.  It is sometimes claimed that smokeless tobacco use simply moves the site of cancer from lungs to mouth.  There is little evidence to support this.  Sweden has high levels of smokeless tobacco use and among the lowest levels of oral cancer (buccal cavity and pharynx).   
Note the difference in scale with the lung cancer chart.   Not only does Sweden have low level of oral cancer, but the absolute rates are far below those for lung cancer. 
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	Pancreatic cancer. There has been recent publicity about a link between smokeless tobacco use and pancreatic cancer.  The interpretation of that data is contested (ie there is confounding by previous smoking), but it is clear that high levels of smokeless tobacco use do not show in any pronounced population level data on pancreatic cancer mortality.  Swedish pancreatic cancer has fallen while smokeless tobacco use has increased.
Note the scale compared to the lung cancer chart.


Source: IARC / WHO Cancer Mortality Database CANCERMondial http://www-dep.iarc.fr/
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