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Dear Mr Schlyter, 

 

Please find attached my letter on behalf of the Electronic Cigarette Industry Trade Association. I have also 
attached a collation of the scientific evidence relating to electronic cigarettes, together with a briefing on the 

legal problems with reclassifying electronic cigarettes as medicinal products. 
 

We would welcome a meeting with you to discuss these issues ahead of Parliamentary amendments and will 
make ourselves available at your convenience. 

 
Yours sincerely, 
  
  
Katherine Devlin 
President 
ECITA (EU) Ltd 

Tel: +44 7866 177134 

  

  
This email and any files transmitted with it are confidential and intended solely for the use of the individual or entity to whom they are addressed. If 

you have received this email in error please notify the system manager. This message contains confidential information and is intended only for the 

individual named. If you are not the named addressee you should not disseminate, distribute or copy this e-mail. Please notify the sender 

immediately by e-mail if you have received this e-mail by mistake and delete this e-mail from your system. You are notified that disclosing, copying or 

distributing the contents of this information is strictly prohibited. 
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Belgium 
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Dear Mr Schlyter, 

 

RE: ELECTRONIC CIGARETTES AND THE TOBACCO PRODUCTS 
DIRECTIVE 

 
We write to you as a Vice-Chairman of the European Parliament 

Committee on the Environment and Public Health in view of Article 18 of 
the proposed Tobacco Products Directive. Article 18, as currently drafted, 

would reclassify electronic cigarettes as medicinal products under 
Directive 2001/83/EC, effectively banning them. Such a move would 

entail a huge public health cost, both for former smokers who have 
switched to electronic cigarettes and to current smokers who will never 

benefit from this reduced-risk nicotine delivery device. For these citizens, 
Article 18 is quite literally a matter of life and death. 

 

We note with interest the explanatory statement of your rapporteur's 
draft report. Ms McAvan states that she is unsure about various aspects of 

our products and then states: 

 

“Your rapporteur has requested a study from the Parliament’s services to 
look at the evidence on e-cigarettes and will make proposals in this area 

once the study is available and after consulting colleagues and experts.” 
 

We note also the publication of a Library Briefing1, which provides some 
information about the products, and their regulation, but there are some 

inaccuracies with regards to assumptions made about the regulation in 
various Member States. For example, while citing 3 court cases (1 from 

the Netherlands and 2 from Germany) where those Member States’ 

                                    
1 

http://www.europarl.europa.eu/RegData/bibliotheque/briefing/2013/130494/LDM_BRI(2

013)130494_REV1_EN.pdf  



Health Ministries were challenged in court over the reclassification of 

electronic cigarettes as medicinal products, and where those challenges 

were upheld by the Court, the Briefing goes on to show that the 

Netherlands and Germany have reclassified the products as medicines. 

This is clearly incorrect. 

 

We know that electronic cigarettes are several orders of magnitude less 

harmful than tobacco cigarettes and that they have the potential to 

alleviate the future suffering of millions of current smokers who make the 

switch. Moreover, we are committed to ensuring that these products do 

not appeal to new nicotine users or young people and have been calling 

for age-restricted sales for some time now. As such, we would hope to 

play a part in informing the European Parliament's decision-making 

process and make ourselves available for meetings and requests for 

expertise. 

 

This letter will demonstrate why medical reclassification is tantamount to 
a ban 'by the back door', look at the public health consequences of such a 

move, discuss why such a classification is legally problematic, and 
suggest an alternative approach. 

 
Article 18 – a ban by other means 

 
While the Commission has said that it does not want to see these 

products removed from the market, Article 18 will have exactly that 
effect: 

 
• Medicinal reclassification will fundamentally change the nature of 

the products. E-cigarettes allow users to control their own nicotine intake 
based on how they use the product (such as by taking longer drags or 

inhaling more deeply). Medicinal products must deliver controlled 

dosages. As such, classification under Directive 2001/83/EC would mean 

that e-cigarette users would not obtain an experience comparable to 

smoking, leading many to return to toxic tobacco cigarettes. 

 

◦ The majority of harm caused to smokers is from the smoke. There 
are low risks associated with continued use of nicotine and the use of NRT 

as a way of quitting nicotine altogether remains available. It is therefore 

both useful and desirable to keep both sets of products available and 

distinct: electronic cigarettes to reduce the harm caused by smoking, and 
medicinal NRT for treating nicotine addiction. 

 



• Under Article 8 of Directive 2001/83/EC, cumbersome procedures 

are required in order to obtain a marketing authorisation. This would 

increase the cost to the consumer of electronic cigarettes to a point where 

they are no longer competitive with tobacco cigarettes, making users 

think twice about making the switch and/or staying off the tobacco. We 

only know of one company that has tried to get authorisation under 

Directive 2001/83/EC: over €2million and over two years later they have 

still not obtained it. 

 

• Electronic cigarettes are available in many flavours: this is 

necessary for their manufacture as nicotine is flavourless in and of itself. 

It is unlikely that the competent authorities in Member States would 

permit such flavourings, rendering electronic cigarettes effectively 

useless. If they were to be authorised, each flavour would require a 

separate authorisation, further driving down the affordability of the 

products when compared with traditional cigarettes. 

 
◦ Flavours do appeal to adult smokers as proven by the demand for 

them. Large numbers of people, when they switch from tobacco smoking 
to electronic cigarettes recover their sense of taste, and no longer wish 

for their product to be tobacco flavoured. The lack of flavoured cigarettes 
and wide variety of flavours for electronic cigarettes make it more difficult 

for people to relapse. 
 

The public health case against medical classification 
 

Most of the diseases associated with smoking are caused not by nicotine, 
but by inhaling smoke which contains thousands of toxic chemicals. By 

contrast, nicotine is relatively safe. Electronic cigarettes deliver nicotine to 
the user without the toxic chemicals associated with tobacco smoke. 

According to Action on Smoking and Health (ASH)2, there is little real- 

world evidence of harm from electronic cigarettes to date, and little 
evidence of use by those who have never smoked1. Several studies have 

also been conducted in this area and broadly support the notion that 
electronic cigarettes constitute a safer alternative to smoking that has the 

potential to save lives: 

 

“Currently it seems that these products pose no serious 

immediate risk. On balance, by allowing the products to be sold 

the UK seems to be taking the approach with the greatest 

potential public health benefit. The approach also creates real 

incentives to conduct research and to consider more appropriate 

regulation. The alternative of waiting for the research may end 

up essentially as prohibition, if no one is sufficiently motivated to 

do the work” 

(Dr Ron Borland, British Medical Journal, 2011) 

                                    
2http://ash.org.uk/files/documents/ASH_715.pdf 



Our industry has support from a number of public health experts. A letter 

from Clive Bates, a longstanding tobacco control advocate and a former 

director of ASH, was circulated to members of the ENVI Committee prior 

to its exchange of views on 25 March3. This letter offered broad support 

for ECITA's aims and a similar letter to the European Commission was 

countersigned by a number of esteemed medical professionals. A full list 

of these professionals can be found in Annex I. Mr Bates has no financial 

or other interest in ECITA or the industry as a whole. He writes as an 

independent expert and we have no influence over the content of his 

work. 

 

A poll of electronic cigarette users on ukvapers.org indicates that 13.62% 

would return to regular cigarettes were their preferred option no longer 

available. If that many users across Europe returned to traditional tobacco 

cigarettes, half will die as a result. The human misery and suffering that 

accompanies this horrifying statistic surely warrants a public policy 

approach that provides smokers with a viable alternative, not to mention 
the vast number of European smokers who will never have access to 

these products. 
 

“We conclude that electronic cigarettes show 
tremendous promise in the fight against tobacco-

related morbidity and mortality. By dramatically 
expanding the potential for harm reduction strategies 

to achieve substantial health gains, they may 
fundamentally alter the tobacco harm reduction 

debate.” 
(Cahn, Z and Siegel, M; Journal of Public Health Policy, 2011) 

 
There are a number of studies available which demonstrate the relative 

safety of electronic cigarettes and give an idea of their potential benefit. 

We have attached a collation of these studies for your convenience. 
Should you require it, ECITA's Chief Scientific Officer 

(tom.pruen@ecita.org.uk) will be happy to have more detailed discussions 
with you. What is clear from all of them is that electronic cigarettes are 

several orders of magnitude safer than tobacco cigarettes – so it is 

important that they are not regulated out of existence. 

 

Legal issues 

 

There have been four cases where the courts have examined the 

interpretation of e-cigarettes as medicines under national laws (which are 
implementations of the EU law in this area). Each has concluded that 

Directive 2001/83/EC cannot be applied to electronic cigarettes. 
 

                                    
3http://www.clivebates.com/?p=890 



The Dutch Courts ruled in March 2012 that the Minister seeking to classify 

electronic cigarettes had failed to prove that they fell under the definition 
of a medicinal product. Two judgements in Germany (in Cologne and 

Sachsen-Anhalt) both made clear that electronic cigarettes do not treat 

nicotine addiction, but rather satisfy the craving. The Court in Estonia 

went even further, judging that “[i]t is not clear why the pharmacological 
effects of the manufactured liquid nicotine on the body are different from 

the effect of the nicotine in a normal cigarette”. That Court also pointed 

out that, if the effects produced by E-Lites (a particular brand of 

electronic cigarettes) are unique to medicinal products, then “the question 
arises as to why the normal cigarettes do not have the same effect unique 

to a medicinal product. In this case, the desired nicotine is received from 

an e-cigarette instead of a tobacco cigarette; nicotine addiction is 

satisfied, not cured”. 

 

We have attached a full briefing on this point from Clive Bates. 

 
Towards workable regulation 

 
We share the ENVI Committee's desire to see the Tobacco Products 

Directive passed by the time Parliament is dissolved, but this does not 
allow adequate time for reflection in relation to our products. As such, we 

would like to offer a solution that allows future regulation of our industry 
to be fully examined while ensuring the passage of the necessary control 

measures for traditional cigarettes in this Parliament. 
 

To this end, we hope that you are able to propose or support the 
replacement of Article 18 as currently drafted, with a mandate from the 

Parliament to the Commission to engage in a specific and thorough 
consultation and come back with a new legislative proposal. In the 

meantime, we believe it is important to clarify certain points:  

 

• that the GPSD, with its related statutory instruments does currently 

apply to the sale of electronic cigarettes; 

• that these products are not ‘unregulated’; and 

• that Member State government enforcement officers are obliged to 
ensure that these products are safe for use as intended, work 

properly, and are correctly labelled. 

 

If all the regulatory options were fully examined, we believe that the 
Commission and Parliament could arrive at a regulatory framework which 

would be proportionate and non-discriminatory, and which would provide 
better consumer protection than could have been offered by Directive 

2001/83/EC. The regulatory options which the Commission could consider 

would include: 

 



• the current system, under the GPSD with its related regulations, 

with additional requirements for age restrictions and a specified 

harmonised limit for nicotine concentration; 

• specific provisions under consumer regulations, as with cigarette 

lighters, for example; and/or 

• a new ‘bespoke’ regulatory directive, such as that created for 

cosmetic products. 

 

We support age limits on the sale of electronic cigarettes that mirror the 

limits for tobacco product sales in each Member State so as to avoid the 

recruitment of new nicotine users; mandatory testing of the liquid used in 

our products (thus obviating the suggestion of unenforceable testing of 

plasma levels); standardised maximum nicotine concentration of 5% 

(50mg/ml without unworkable provisions on nicotine content per unit or 

peak plasma concentrations); and a requirement that liquids are sold in 

child-proof packaging (as currently required under CLP/CHIP4).   

 
We would welcome a meeting with you to discuss these issues and will 

make ourselves available at your convenience should you wish to meet 
with us for further discussions. 

 
Yours sincerely 

 

 
 

Katherine Devlin 
President 

Electronic Cigarette Industry Trade Association 
Tel: +44 7866 177 134 
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Electronic Cigarettes: Clinical Research 
 
Acute effects of using an electronic nicotine-delivery device (e-cigarette) 
on myocardial function: comparison with the effects of regular cigarettes.i 
Farsalinos, K., et al. 
Presented at ESC Congress, 2012. Unpublished to date. 
 
“Haemodynamics: significant elevation in blood pressure and heart rate (+8% in 
systolic, +6% in diastolic, +10% in heart rate) after smoking 
Slight elevation of diastolic blood pressure alone (+4%) after electronic cigarette 
use 
 
Cardiac function: diastolic function acutely impaired in smokers (4 parameters 

adversely affected), in agreement with previous studies 
No difference in diastolic function observed after electronic cigarette use 
 
Potential mechanisms 
Less nicotine absorbed (Bullen et al, Tob Control 2010) 
Absence of combustion and different chemical composition, leading to less toxic 
chemicals created and absorbed.” 
 
Effect of an electronic nicotine delivery device (e cigarette) on desire to 
smoke and withdrawal, user preferences and nicotine delivery: 
randomised cross-over trialii 
Bullen, C., et al 
Published in Tobacco Control, 2010 
 
“The 16 mg Ruyan V8 ENDD alleviated desire to smoke after overnight abstinence, 
was well tolerated and had a pharmacokinetic profile more like the Nicorette inhalator 
than a tobacco cigarette. Evaluation of the ENDD for longer-term safety, potential for 
long-term use and efficacy as a cessation aid is needed. Trial registration 
No.12607000587404, Australia and New Zealand Clinical Trials Register.” 
 
A Clinical Laboratory Model for Evaluating the Acute Effects of Electronic 
“Cigarettes”: Nicotine Delivery Profile and Cardiovascular and Subjective 
Effectsiii 
Vansickel, A.R., et al 
Published in Cancer Epidemiology, Biomarkers & Prevention, 2010 
 
“This study illustrates how clinical laboratory methods can be used to understand the 
acute effects of these and other PREPs for tobacco users. The results and methods 
reported here will likely be relevant to the evaluation and empirically based regulation 
of electronic cigarettes and similar products.” 
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Acute effect of e-cigarette on pulmonary function in healthy subjects and 
smokers 
Gennimata, S.A., et al 
Abstract presented at ERS Congress, Vienna, 2012 
 
The results of this study, which found that electronic cigarettes have “a measurable 
effect that lasts ten minutes”, were reported – by one of the lead authors, Professor 
Christina Graziou – as “can cause immediate harm”. This ‘research’ was widely 
criticised: 
 
Professor M Siegel: “Experts” from University of Athens Tell the Public They Are Not 
Sure if Smoking is Any More Hazardous than Vaping. Despite Lack of Demonstration of 
Clinically Significant Effects on Airways and Improvements in Respiratory Symptoms in 
Many Vapers 
http://tobaccoanalysis.blogspot.co.uk/2012/09/experts-from-university-of-athens-
tell.html  
 
Professor M Siegel: European Respiratory Society Publicly Claims that Electronic 
Cigarettes Cause Cancer and Lies About Tobacco Industry Involvement in Creation of 
These Products 
http://tobaccoanalysis.blogspot.co.uk/2012/09/european-respiratory-society-
publicly.html  
 
Dr Carl Phillips: Christina Gratziou is a liar 
http://antithrlies.com/2012/09/06/christina-gratziou-is-a-liar/  
 
ACSH: E-Cigarette study is just amateur propaganda 
http://www.acsh.org/e-cigarette-study-is-just-amateur-propaganda/ 
 
Observation de l’acceptation de la cigarette électronique, Résultats à trois 
moisiv 
Granger, J. & Cornette, B. 
2012. Unpublished to date. 
 
“-  64% of the persons having used the electronic cigarette noticed positive effects on 

their health. 15% indicated minor side effects (mouth, lips or throat irritated). 
- Over the 3 months, the heart rhythm of the participants decreased. 
- The level of exhaled carbon monoxide (CO) decreased in every case and reduced 

to nil/zero for vapers having stopped smoking. 
- Weight gain was moderated. In cases of complete smoking cessation with 

continuation of vaping, weight gain was less than is usually noticed following 
smoking cessation. 

- The forced vital capacity (FVC) improved with the use of the electronic cigarette, 
especially when there was significant reduction or total cessation of smoking. 

- The maximum expiratory pressure per second (MEPS) was stable or improved 
slightly with the use of the electronic cigarette.” 

 
(The above was taken from our own translation of the study, which French colleagues 
have confirmed is accurate. The full translation is available from the ECITA blog.) 
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Electronic cigarette: users profile, utilization, satisfaction and perceived 
efficacyv 
Etter, J-F., & Bullen, C. 
Published in Addiction, 2011 
 
“Findings.  There were 3587 participants (70% former tobacco smokers, 61% men, 
mean age 41 years). The median duration of electronic cigarette use was 3 months, 
users drew 120 puffs/day and used 5 refills/day. Almost all (97%) used e-cigarettes 
containing nicotine. Daily users spent $33 per month on these products. Most (96%) 
said the e-cigarette helped them quit smoking or reduce their smoking (92%). 
Reasons for using the e-cigarette included the perception it was less toxic than 
tobacco (84%), to deal with craving for tobacco (79%) and withdrawal symptoms 
(67%), to quit smoking or avoid relapsing (77%), because it was cheaper than 
smoking (57%) and to deal with situations where smoking was prohibited (39%). Most 
ex-smokers (79%) feared they might relapse to smoking if they stopped using the e-
cigarette. Users of nicotine-containing e-cigarettes reported better relief of withdrawal 
and a greater effect on smoking cessation than those using non-nicotine e-cigarettes.  
 
Conclusions.  E-cigarettes were used much as people would use nicotine replacement 
medications: by former smokers to avoid relapse or as an aid to cut down or quit 
smoking. Further research should evaluate the safety and efficacy of e-cigarettes for 
administration of nicotine and other substances, and for quitting and relapse 
prevention.” 
 
Smoking Cessation with E-Cigarettes in Smokers with a Documented 
History of Depression and Recurring Relapsesvi 
Caponnetto, P., Polosa, R., Auditore, R., Russo, C., & Campagna, D. 
Published in the International Journal of Clinical Medicine, 2011 
 
“This is the first time that objective measures of smoking cessation are reported for 
smokers who quit successfully after using an E-cigarette. This was accomplished in 
smokers who repeatedly failed in previous attempts with professional smoking 
cessation assistance using the usual nicotine dependence treatments and smoking 
cessation counselling.” 
 
Electronic Cigarettes: Effective Nicotine Delivery After Acute 
Administrationvii 
Vansickel, A.R. & Eissenberg, T. 
Published in Nicotine and Tobacco Research, Oxford Journals, 2012 
 
“User experience and/or device characteristics likely influence EC nicotine delivery and 
other effects. Systematic manipulation of these and other variables could elucidate 
conditions that produce intended effects.” 
 

  



9 
 

Impact of an Electronic Cigarette on Smoking Reduction and Cessation in 
Schizophrenic Smokers: A Prospective 12-Month Pilot Studyviii 
Caponnetto, P., et al 
Published in International Journal of Environmental Research and Public Health, 2013 
 
“We have shown for the first time that the use of e-cigarette substantially decreased 
cigarette consumption without causing significant side effects in chronic schizophrenic 
patients who smoke not intending to quit. This was achieved without negative impacts 
on the symptoms of schizophrenia as assessed by SAPS and SANS symptoms scales.” 
 
Electronic nicotine delivery devices: ineffective nicotine delivery and 
craving suppression after acute administrationix 
Eissenberg, T. 
Published in Tobacco Control, 2010 
 
Two studies with ‘ecig-naïve’ participants suggest that electronic cigarettes deliver 
little or no nicotine. In those studies, standard-sized electronic cigarettes were used, 
though experienced users often use larger devices that house higher voltage and/or 
longer lasting batteries. Whether user experience and device characteristics influence 
electronic cigarette nicotine delivery is uncertain. 
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Electronic Cigarettes: Surveys 
 
What will you do if your liquid gets banned?x 
UK Vapers.org 

Online survey, 2013 

 

Following concerns from the vaping community about the risk of a significant black 

market developing pursuant to restrictive policy decisions on electronic cigarettes, the 

UK’s leading forum for vapers conducted a poll: 

 

 
 
Black market eliquid would pose a significant problem both to enforcement officers 

(who would be likely to be overwhelmed) and to consumers, who would be using 
completely unregulated – and potentially dangerous products. 
 
Electronic cigarettes as smoking cessation tool: Results from an Online 
Surveyxi 
Siegel, M.B., Tanwar, K.L., & Wood, K.S. 

Published in the American Journal of Preventive Medicine, 2011 
 

“This study aimed to examine the effectiveness of e-cigarettes for smoking cessation 
using a survey of smokers who had tried e-cigarettes. Using as a sampling frame a 

cohort of all first-time purchasers of a particular brand of e-cigarettes during a 2-week 

period, a cross-sectional, online survey was conducted. The primary finding was that 

the 6-month point prevalence of smoking abstinence among the e-cigarette users in 

the sample was 31.0% (95% CI=24.8%, 37.2%). A large percentage of respondents 

reported a reduction in the number of cigarettes they smoked (66.8%) and almost half 

reported abstinence from smoking for a period of time (48.8%). Those respondents 

using e-cigarettes more than 20 times per day had a quit rate of 70.0%. Of 

respondents who were not smoking at 6 months, 34.3% were not using e-cigarettes or 

any nicotine-containing products at the time. Findings suggest that e-cigarettes may 

hold promise as a smoking-cessation method and that they are worthy of further study 
using more-rigorous research designs.” 
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An Electronic Cigarette Ban: What would users do?xii 

Dunworth, J. 

Survey of electronic cigarette users, 2011 

 

“A large proportion of users (67.8%) had completely replaced tobacco cigarettes with 

electronic cigarettes. A further 29.5% had partially replaced tobacco cigarettes, while 

only 4 (2.7%) were still smoking the same amount of cigarettes. 

  

However, 62.2% of users said they would return to cigarettes if the electronic 

cigarette was banned.  

 

 
 
124 users (84.9%) said they were prepared to buy the electronic cigarette on the 

black market if they were unable to get them any other way.” 
 
Interviews With “Vapers”: Implications for Future Research With 
Electronic Cigarettesxiii 
McQueen, A., Tower, S., & Sumner, W. 
Published in Nicotine & Tobacco Research, 2011 

 

“Methods: Participants attended a convention or club meeting in St. Louis, MO, and 

were interviewed individually or in small groups. Qualitative methods were used to 
analyze interview data for both deductive and emergent themes to broad research 

questions. 
  
Results: Even with a relatively small sample of formal participants (n = 15), there 
were pervasive themes including the language and culture of vaping; social and 

informational support among vapers and their use of Internet resources (learning 

about e-cigs); the learning curve to using e-cigs and the numerous modifications 

("mods”) available for e-cigs and personal vaporizers; motives and perceived benefits 

of using e-cigs versus cigarettes including cigarette-like enjoyment, cost, restored 

sense of taste and smell, and improved breathing and exercise tolerance; rapidly 

reduced nicotine tolerance and dependence; and a strong interest in e-cig-related 

research and policy.” 
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Adolescent Males’ Awareness of and Willingness to Try Electronic 
Cigarettesxiv 
Pepper, J.K., et al 
Published in the Journal of Adolescent Health, 2012 
 
The study started with 288 subjects, two of whom were excluded from most of the 
statistics, since most of the questions were related to knowledge about e-cigs, and 
these two (less than 1% of the group surveyed) were the only ones who had tried 
ecigs.  Both of these e-cig users were current smokers. 
 
None of the non-smokers had tried an e-cig, despite the fact that 67% of the people 
surveyed had heard of them. 
 
Of the smokers in the sample, 74% were willing to try an e-cig, compared with only 
13% for non-smokers. This result (18% of the total sample) is comparable to the 
numbers who would be willing to try a real cigarette, demonstrating that e-cigs have 
no greater appeal to teenagers than real ones. This in itself would seem to refute the 
argument that the flavours in e-cigs make them more appealing to youths, but the 
research went further, and directly compared the appeal of plain (tobacco-flavoured) 
vs flavoured e-cigs, concluding: 
 
“willingness to try plain versus flavored varieties did not differ. This preliminary finding 
suggests that, at present, candy or fruit flavors do not increase the attractiveness of 
e-cigarettes to adolescents.” 
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Electronic Cigarettes: Safety Profile 
 
Safety Assessment of Electronic Cigarettes in Smokersxv 
Kikukawa, M.K., et al 

Published in Journal of Urban Living and Health Association, 2011 

 

“In order to assess the safety of electronic cigarettes, 32 smokers who consume more 

than 20 tobacco cigarettes daily were enrolled in the present study. Each participant 

was asked to consume one filter cartridge per day (more than 150 puffs per day) for 4 

weeks. Following the treatment, no abnormal changes in blood pressure, 

haematological data, or blood chemistry and no severe adverse events were observed. 

During the use of the electronic cigarette, the daily consumption of tobacco cigarettes 

decreased significantly. This electronic cigarette containing glycerin aqueous solution 

may be a safe alternative to cigarette smoking.” 
 
Suggested protocol for estimation of harmful and potentially harmful 
constituents in mainstream aerosols generated by electronic nicotine 
delivery systems (ENDS)xvi 
Lauterbach, J.H., Laugesen, M., & Ross, J.D. 

Poster as presented, 2012 
 

“The results of the analyses of the MSA from a tobacco-containing ENDS are tabulated 

below along with comparative results for the mainstream smoke from a leading US-
blend, full flavor cigarette KS cigarette “FFKS”). 

 

 
 
Under this set of smoking conditions, the tobacco-containing ENDS produced aerosol 

nicotine concentrations about 2.5% of the amount produced by FFKS, but 
concentrations of most toxicants were reduced by over 98%. Other toxicants such as 

CO, B[a]P, 1,3-butadiene, benzene, and acrylonitrile were below detection limits 

(“BDL”) for the methods. Diethylene glycol, a contaminant found in the MSA of some 

ENDS was BDL.” 
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Electronic cigarettes as a method of tobacco controlxvii 
Borland, R. 
Published in the British Medical Journal, 2011 
 
“Currently it seems that these products pose no serious immediate risk. On balance, 
by allowing the products to be sold the UK seems to be taking the approach with the 
greatest potential public health benefit.” 
 
“…health professionals should be able to suggest to smokers who are unable or 
unwilling to use or continue to use effective aids to quit, and who are interested in e-
cigarettes, that these are a better option than continuing to smoke. And although it is 
better not to use any form of nicotine long term, if patients must, e-cigarettes are a 
lower risk option than continuing to smoke.” 
 
“Currently it seems that these products pose no serious immediate risk. On balance, 
by allowing the products to be sold the UK seems to be taking the approach with the 
greatest potential public health benefit. The approach also creates real incentives to 
conduct research and to consider more appropriate regulation. The alternative of 
waiting for the research may end up essentially as prohibition, if no one is sufficiently 
motivated to do the work. 
 
However, allowing these products does not mean that health groups should actively 
promote them. Health professionals should begin with evidence based strategies and 
promote these first. However, health professionals should be able to suggest to 
smokers who are unable or unwilling to use or continue to use effective aids to quit, 
and who are interested in e-cigarettes, that these are a better option than continuing 
to smoke. And although it is better not to use any form of nicotine long term, if 
patients must, e-cigarettes are a lower risk option than continuing to smoke.” 
 
Safety Report on the Ruyan® e-cigarette Cartridge and Inhaled Aerosolxviii 
Laugesen, M. 
2008 
 
“Ruyan® e-cigarette is designed to be a safe alternative to smoking. The various test 

results confirm this is the case. It is very safe relative to cigarettes, and also safe in 
absolute terms on all measurements we have applied. Using micro-electronics it vaporizes, 

separately for each puff, very small quantities of nicotine dissolved in propylene glycol, 
two small well-known molecules with excellent safety profiles, into a fine aerosol. Each 

puff contains one third to one half the nicotine in a tobacco cigarette’s puff. The cartridge 
liquid is tobacco-free and no combustion occurs.” 
 

  



15 
 

Electronic cigarettes: achieving a balanced perspectivexix 

Wagener, T.L., Siegel, M., et al. 
Published in Addiction, 2012 
 
“Concerns have been raised that the advent of electronic cigarettes (e-cigarettes) may 
be harmful to public health, and smokers have been advised by important agencies 
such as the US Food and Drug Administration not to use them. This paper argues that, 
while more research is needed on the cost–benefit equation of these products and the 
appropriate level and type of regulation for them, the harms have tended thus far to 
be overstated relative to the potential benefits.” 
 
Evidence Suggests E-Cigs Safer Than Cigarettes, Researcher Claimsxx 

Boston University School of Public Health 
Press Release, 2010 
 
“Few, if any, chemicals at levels detected in electronic cigarettes raise serious health 
concerns," the authors said. "Although the existing research does not warrant a 
conclusion that electronic cigarettes are safe in absolute terms and further clinical 
studies are needed to comprehensively assess the safety of electronic cigarettes, a 
preponderance of the available evidence shows them to be much safer than tobacco 
cigarettes and comparable in toxicity to conventional nicotine replacement products.” 
 

Electronic cigarettes as a harm reduction strategy for tobacco control: A 
step forward or a repeat of past mistakes? 
Cahn, Z. and Siegel, M. 
Published in Journal of Public Health Policy, 2011. 
 
“We conclude that electronic cigarettes show tremendous promise in the fight against 
tobacco-related morbidity and mortality. By dramatically expanding the potential for 
harm reduction strategies to achieve substantial health gains, they may fundamentally 
alter the tobacco harm reduction debate.” 
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FDA Summary of Adverse Events on Electronic Cigarettesxxi 
Chen, I. 

Published in Nicotine & Tobacco Research, 2013 

 

“The numbers of AE reports received by CTP pertaining to e-cigarettes are 

summarized as follows: 2008 and earlier (1 of 18 total tobacco product reports), 2009 

(10 of 16), 2010 (16 of 27), 2011 (11 of 30), and first-quarter 2012 (9 of 11). Of the 

47 reports on e-cigarettes, 8 reported serious adverse events.” 

 

FDA: Adverse Events Related to E-Cigarettes Are Almost Nonexistentxxii 
Rodu, B. 

Published in Tobacco Truth, 2013 

 

 
 
“Dr. Chen notes: “…approximately half of all tobacco-related [adverse event] reports 

[since the late 1980s] concern electronic cigarettes, the first of which was submitted in 

2008.”  A look at details of the events reveals that few reflect legitimate e-cigarette 
health impact.  

 
Some “serious” complaints variously involved hospitalization for pneumonia, 

congestive heart failure, disorientation, seizure, hypotension, possible aspiration 
pneumonia, second-degree burns (from a battery explosion), chest pain and rapid 

heartbeat, possible infant death from choking on a cartridge, and loss of vision.  The 
single burn case may have been related to an e-cigarette, as there have been media 

reports of rare battery-related incidents (here).  The infant choking death, while 

tragic, implicates irresponsible adults who put children in proximity of ingestible 

objects; it is not an e-cigarette health issue.  All of the other “serious” complaints 
were nonspecific and probably unrelated to the product. 

 
Dr. Chen reports that “…other e-cigarette complaints include concerns about false 

advertising, headache/migraine, chest pain, cough/sputum, nausea/vomiting, 

dizziness, feeling sick, confusion/stupor, sore throat, shortness of breath, abdominal 
pain, pleurisy, blurry vision, and sleepy/tired.”  He correctly adds, “Of note, there is 

not necessarily a causal relationship between AEs reported and e-cigarette use, as 
some AEs could be related to pre-existing conditions or due to other causes not 

reported.” 

 

E-cigarettes are relatively new products, so it is not surprising that adverse events 
have surfaced in the form of “…voluntary communications from consumers, health 

care professionals, and concerned members of the public.”   
 

The bottom line is: Among millions of e-cigarette users, credible adverse events are 

almost non-existent.” 
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Evaluation of e-cigarettesxxiii 
Westenberger, B.J. 
Published by FDA (US), 2009 
 
This ‘research’ has been widely condemned since its publication, owing to serious flaws 
in the methodology and inaccurate reporting of the results. Unfortunately, many still 
cite this as if it was meaningful. 
 

Technical Review and Analysis of FDA Report: “Evaluation of e-
cigarettes”xxiv 
Lindsay, J.C. 
Published by Exponent Health Sciences, 2009 
 
“The detection of trace and non-measurable levels of TSNAs and tobacco-associated 

impurities in the liquid, rather than the vapor phase of NJOY’s products, at levels that are 
many orders of magnitude below conventional cigarettes, and at or below FDA-approved 

nicotine containing products, should be considered as indicators of the regulatory 
acceptability of the NJOY products rather than reason for concern. When considering the 

relative potential health risks posed by these trace levels, it is worth noting that the 
approved NRTs, which have been shown to contain these substances, were not judged to 

contain levels sufficient to warrant toxicity information or reference to these substances in 
their own product literature.” 
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Electronic Cigarettes: Published Eliquid Testing 
 

Study to Determine Presence of TSNAs in NJOY Vaporxxv 
Thomas, B. 

Published by NJOY, 2009 

 

“In summary, of the four TSNAs evaluated by ANALYZE, only NAT [N-

nitrosoanatabine] was detected at low levels in the aerosol samples from the NJOY 

electronic cigarettes. NAT was tested by Hoffman et al. (1984) and was shown to be 
non-toxic and non-carcinogenic in rats receiving a combined subcutaneous dose of up 

to 9mmol/kg. Based on the above, there is no evidence that carcinogenic TSNAs are 

present in the aerosol from NJOY electronic cigarettes. Thus, it is my conclusion that 

the TSNAs do not pose a health risk to the users of the electronic cigarettes distributed 

by NJOY.” 

 

Analysis of Components from Gamucci Electronic Cigarette Cartridges, 
Tobacco Flavour Regular Smoking Liquidxxvi 
Coulson, H. 

Published by LPD Laboratory Services, 2009 
 

“On balance, the Gamucci Ltd ‘Regular’ nicotine solution appears to offer a much safer 
alternative to the traditional cigarette. 

 
Using this nicotine solution, the artificial smoke generated by the Electronic Cigarette 

does not appear to contain the toxic cocktail of toxic carcinogenic compounds found in 
traditional tobacco smoke. Some 600+ chemicals have been identified in traditional 

tobacco smoke, of which many are carcinogenic.” 
 

Characterization of Liquid “Smoke Juice” for Electronic Cigarettesxxvii 
Alliance Technologies, LLC 
Produced for Johnson Creek Enterprises, 2009 
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Environment/Air Quality: 
 
Environmental fate and effects of nicotine released during cigarette 
productionxxviii 

Seckar, J.A., et al. 

Published in Cancer Research, 2009 

 

“…providing further support for the conclusion that the potential for nicotine toxicity to 

aquatic and terrestrial species in the environment is extremely low.” 

 
Comparison of the effects of e-cigarette vapour and cigarette smoke on 
indoor air qualityxxix 

McAuley, T.R., et al. 

Published in Inhalation Toxicology, 2012 

 

“For all byproducts measured, electronic cigarettes produce very small exposures 

relative to tobacco cigarettes. The study indicates no apparent risk to human health 

from e-cigarette emissions based on the compounds analyzed.” 

 

Does e-cigarette consumption cause passive vaping?xxx 

Schripp, T., et al. 
Published in Indoor Air, 2013 

 
Worthy of note is that the initial tests in an 8m3 chamber did not show any of the 

expected chemicals from vapour, suggesting that the vapour is not sustained in the 
air, and is dispersed and settles out quickly, limiting exposure. They also detected 

formaldehyde, but stated:  
 

“This might be caused by the person in the chamber itself, because people are known 

to exhale formaldehyde in low amounts and the increase was already observed during 
the conditioning phase, furthermore the release of formaldehyde was below the limit 

of detection in the small scale [10 litre] experiments”.  
 

The level observed during cigarette smoking stands in stark contrast to this, as 

indicated in this graph: 
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Given that formaldehyde is a ubiquitous airborne chemical, it suggests that emission 
of formaldehyde from the use of an electronic cigarette was not of a level to cause 
additional risk. Indeed, the results from the 8m3 show very few chemicals at 
detectable levels, and all of those chemicals have no risks associated with them at low 
concentrations, with the possible exception of isoprene (which is also generated in 
breath; in fact, it the most significant hydrocarbon in exhaled breath). Isoprene levels 
were 8 µg/m3 for the participant blank, and fell to below that for the first two e-
cigarette tests, before rising to 10 µg/m3 for the third test.  
 
No estimate of error margin was given, but these results are not suggestive of 
isoprene generation by e-cigarettes at significant levels. The value for cigarettes 
smoke was 135 µg/m3. Given the lack of results in a standard size room (8m3), the 
claim that “'passive vaping' must be expected from the consumption of e-cigarettes” 
does not seem to be well supported by the results. Indeed, the data would seem to 
demonstrate exactly the opposite.  
 
Results from a much smaller 10 litre chamber did show more results (again, mainly 
harmless) and this is not a volume representative of passive vaping since even the 
smallest conceivable shared space is necessarily larger than this. (People do not 
cohabit saucepans.)xxxi Unfortunately, they did not run the smoke tests in the 10 litre 
chamber, so direct comparisons on this extremely small volume cannot be made. 
 

Characterization of chemicals released to the environment by electronic 
cigarette use (ClearStream-AIR project): is passive vaping a reality?xxxii 
Romagna, G., et al 
Abstract presented at SRNT meeting, Helsinki, 2012 
 
“…this preliminary assessment indicates that passive vaping impact, when compared 
to the traditional cigarette smoking, is so low that it is just detectable, and it does not 
have the toxic and carcinogenic characteristics of cigarette smoking. The absence of 
combustion and the lack of sidestream smoking, with its known toxic effects [2,6] are 
probably the main reasons for the differences observed in air pollution characteristics 
between e-cigarettes and tobacco smoking. 
 
On the base of the obtained results and on ARPA data about urban pollution, we can 
conclude by saying that could be more unhealthy to breathe air in big cities compared 
to staying in the same room with someone who is vaping.” 
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Ruyan® E-cigarette Bench-top testsxxxiii 
Laugesen, M. 

Poster presented at the Society for Research on Nicotine and Tobacco Congress, 

Dublin, 2009 

 

“Main finding. Testing for over 50 cigarette key smoke toxicants found none in any 

but trace quantity, in Ruyan V8 mist. 

 

Safety of e-cigarettes as a product class. Safety results refer to the Ruyan® V8 

Classic. However the low operating temperature (54°C) of 

the atomiser - 5 to 10% of the temperature of a burning cigarette - suggests e-

cigarettes as a class are unlikely to emit cigarette toxicants in their mist.” 
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Nicotine Replacement Therapies/Medicines 
 

Nicotine replacement therapies may not be effective in helping people quit 
smokingxxxiv 

Harvard School of Public Health 
Press Release, 2012 
 
“The results showed that, for each time period, almost one-third of recent quitters 
reported to have relapsed. The researchers found no difference in relapse rate among 
those who used NRT for more than six weeks, with or without professional counselling. 
No difference in quitting success with use of NRT was found for either heavy or light 
smokers.” 
 

A prospective cohort study challenging the effectiveness of population-
based medical intervention for smoking cessationxxxv 

Wagener, T.L., Siegel, M., et al. 
Published in Addiction, 2012 
 
“This study finds that persons who have quit smoking relapsed at equivalent rates, 
whether or not they used NRT to help them in their quit attempts. Cessation 
medication policy should be made in the larger context of public health, and increasing 
individual treatment coverage should not be at the expense of population evidence-
based programmes and policies.” 
 

The Global Research Neglect of Unassisted Smoking Cessation: Causes 
and Consequencesxxxvi 
Chapman, S. & MacKenzie, R. 
Published in PLOS Medicine, 2010 
 
“…despite the pharmaceutical industry's efforts to promote pharmacologically 
mediated cessation and numerous clinical trials demonstrating the efficacy of 
pharmacotherapy, the most common method used by most people who have 
successfully stopped smoking remains unassisted cessation (cold turkey or reducing 
before quitting). In 1986, the American Cancer Society reported that: “Over 90% of 
the estimated 37 million people who have stopped smoking in this country since the 
Surgeon General's first report linking smoking to cancer have done so unaided.” 
 
“Yet, paradoxically, the tobacco control community treats this information as if it was 
somehow irresponsible or subversive and ignores the potential policy implications of 
studying self-quitters. Unassisted cessation is seldom emphasised in advice to 
smokers. We know of no campaigns that highlight the fact that most ex-smokers quit 
unaided even though hundreds of millions have done just that.” […] 
 
“Because of these prevalent attitudes, smoking cessation is becoming increasingly 
pathologised, a development that risks distortion of public awareness of how most 
smokers quit to the obvious benefit of pharmaceutical companies.” 
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Presence of the Carcinogen N’-nitrosonornicotine in the Urine of Some 
Users of Oral Nicotine Replacement Therapy Productsxxxvii 

Stepanov, I. 
Published in Cancer Research, 2009 
 
“In summary, we observed that significant amounts of NNN are excreted occasionally 
in some users of oral NRT, endogenous formation of this carcinogen being the most 
likely source. This presents a possible risk of cancer in long term users. Although use 
of NRT products significantly decreases exposure to a wide range of carcinogens and 
toxicants present in cigarette smoke and should be recommended as an aid for 
cessation, additional studies are urgently needed to understand the factors affecting 
endogenous NNN formation, and to develop preventive measures. The feasibility of 
preventing endogenous NNN formation in oral NRT users is supported by the sporadic 
nature of the increase in urinary total NNN, the significant reduction in urinary total 
NNN in some oral NRT users after smoking cessation, and the overall knowledge of the 
major factors affecting endogenous nitrosation in humans.” 
 

Self-poisoning among adults using multiple transdermal nicotine 
patchesxxxviii 

Woolf, A., et al. 
Published in the Journal of Toxicology, Clinical Toxicology, 1996 
 
“Results: Nine cases of dermal exposure to 2-20 transdermal nicotine patches were 
reported. Cases resulted from either intentional misuse or suicide attempts and 
included concomitant exposure to other drugs in 7 of 9 cases. Mean age was 45 years; 
seven of nine patients were female. All suffered medical complications including 
seizures (3 subjects), other central nervous system changes (8 subjects), 
cardiovascular effects (6 subjects), and respiratory failure (4 subjects). Eight patients 
were hospitalized; all recovered. Plasma nicotine/cotinine concentrations did not 
correlate with the severity of illness. 
 
Conclusions: This case series demonstrated that simultaneous application of several 
transdermal nicotine patches can be implicated in adult suicide attempts. While signs 
of toxicity included gastrointestinal complaints, changes in level of consciousness, 
seizures and parasympathetic effects typical of nicotine poisoning, the frequent 
presence of co-intoxicants complicated the clinical course. As the accessibility of 
transdermal nicotine patches increases, increasing misuse of these products by 
suicidal adults is likely.” 
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Stable isotope studies of nicotine kinetics and bioavailabilityxxxix 

Benowitz, N.L., et al. 
Published in Nature, 1990 
 
“The oral bioavailability was adequate to achieve plasma levels of nicotine similar to 
those seen after cigarette smoking. However, because of the prolonged course of 
absorption (compared with smoking), the subjective effects were dissimilar to those of 
smoking. The one subject who had abdominal cramping after a 6mg dose did not have 
especially high plasma levels of nicotine compared with those observed during 
cigarette smoking, suggesting that the abdominal symptoms represent a direct effect 
of nicotine on gastrointestinal smooth muscle. That oral nicotine in doses of 3 or 4mg 
is well tolerated and achieves blood levels similar to those achieved by chewing 
nicotine gum suggests that oral nicotine could be employed as a method of nicotine 
substitution for smoking-cessation therapy.” 
 

Cigarette and Nicotine Chewing Gum Toxicity in Childrenxl 

Smolinske, S.C., et al. 
Published in the Human & Experimental Toxicology journal, 1988 
 
“Nicotine resin gum produced toxicity in 4 of 5 children who chewed ½ to 4 pieces. 
Agitation, lethargy, tachycardia, hypotension, abdominal pain, and vomiting were seen 
within 30 min of exposure to the gum.” 
 

Boy, 14, overdoses on nicotine gumxli 

United Press International, UK, 20th July 2009 
 
“The boy, identified as Aiden Williams of West Bromwich, England, fell ill and collapsed 
after chewing 105 pieces of Nicorette gum in 25 minutes, ingesting quantities of 
nicotine equivalent to smoking 180 Marlboro Light cigarettes.” 
 
“Aiden told authorities he had been given the gum by another student, who in turn 
had received it from drug counsellors visiting Menzies High School Science College. 
They had been in the school that morning giving out hundreds of boxes of Nicorette to 
pupils who smoke.” 
 
“Mother Caroline Williams told The Daily Mail: “The doctors said that he could have 
died and he had to be kept in for 24 hours for observation.” 
 

Boy, 14, overdoses on nicotine gum given out at schoolxlii 
The Mirror, UK, 21st July 2009 
 
“A teenager was rushed to hospital after he overdosed on nicotine gum handed out to 
pupils at school.” 
 
“Aiden Williams, 14, was kept in overnight on a heart monitor after chewing 45 pieces 
of Nicorette – the equivalent of smoking 180 fags. 
 
Doctors said the dosage could have killed him, but he probably survived because he 
smoked and had built up a tolerance to the drug. 
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Mum Caroline yesterday called for the Nicorette handouts to be banned after hearing 
smokers as young as 12 can be given up to a week’s supply – 105 pieces – by health 
counsellors at the school without parental consent.” 
 

Children as young as 12 given nicotine patches on the NHSxliii 

The Telegraph, UK, 24th January 2013 
 
“Children as young as 12 are being handed nicotine patches by NHS nurses at school 
without permission from their parents.” 
 
“Andy White, headteacher of Woodlands school, admitted NHS nurses visited the 
school, but denied the school was involved in dishing out the patches. 
 
He said: ‘I know nothing about this and as a school we are not giving out nicotine 
patches, it is not our policy, but it might be NHS policy.” 
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Propylene Glycol/Glycerine: 
 

Preclinical safety evaluation of inhaled cyclosporine in propylene glycolxliv 
Wang, T., et al. 
Published in Journal of Aerosol Medicine, 2007 
 
“Daily administration of aerosolized cyclosporine did not result in observable 
accumulation of cyclosporine in blood or lung tissue. Toxicokinetic analysis from the 
rat study showed that the exposure of cyclosporine was approximately 18 times higher 
in the lung tissue compared to the blood. Systemic effects were consistent with those 
known for cyclosporine. There was no unexpected systemic toxicity or clinically limiting 
local respiratory toxicity associated with inhalation exposure to cyclosporine inhalation 
solution at exposures up to 2.7 times the maximum human exposure in either rats or 
dogs. There were no respiratory or systemic effects of high doses of propylene glycol 
relative to air controls. These preclinical studies demonstrate the safety of aerosolized 
cyclosporine in propylene glycol and support its continued clinical investigation in 
patients undergoing allogeneic lung transplantation.” 
 

Health Hazard Evaluation (HHE) report for the Centre for Disease Control: 
NIOSH investigation into possible health effects associated with the use of 
theatrical “smoke” in Broadway productions.xlv 
Published on CDC site, 1994. 
 
“Based on the results of this study, there is no evidence that theatrical "smoke," at 

the levels found in the theaters studied, is a cause of occupational asthma among 
performers. Some of the constituents of theatrical "smoke," such as the aerolized 
glycols and mineral oil, could have irritative or mucous membrane drying properties in 
some individuals.” 
 

Literature Review for Glycerol and Glycols for Entertainment Services & 
Technology Associationxlvi 
HSE Consulting and Sampling, Inc. 
 
“Overall, the toxicity data for glycerol and the glycols of concern examined in this 
report are fairly low. When comparing the order of toxicity for each compound based 
on the LD50 in rats, the least toxic material is propylene glycol (PG), followed by 
glycerol (G), triethylene glycol (TEG), diethylene glycol (DEG), dipropylene glycol 
(DPG), and the most toxic being 1,4-butylene glycol (BG). This information is 
consistent with the acute and chronic toxicities for PG, G, and TEG. PG, G, and TEG’s 
toxicity data appears to be well studied and demonstrates low occupational hazards.” 
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Proposed Re-evaluation Decision: Propylene Glycolxlvii 
Health Canada 
Consumer Product Safety, May 2008 
 
“…there are no endpoints of concern for oral, dermal or inhalation exposure to 
propylene glycol based on the low toxicity observed in studies near or above testing 
limit doses. Based on this, the USEPA did not conduct any quantitative human health 
risk assessments and concluded that exposure does not present a human health risk 
of concern.” 
 

Tests for the Chronic Toxicity of Propylene Glycol and Triethylene Glycol 
on Monkeys and Rats by Vapor Inhalation and Oral Administrationxlviii 
Robertson, O.H., et al.  
Published in the Journal of Pharmacology and Experimental Therapeutics, 1947 
 
“With a view to determining the safety of employing the vapors of propylene glycol 
and triethylene glycol in atmospheres inhabited by human beings, monkeys and rats 
were exposed continuously to high concentrations of these vapors for periods of 12 to 
18 months”. 
 
“Examination at autopsy likewise failed to reveal any differences between the animals 
kept in glycolized air and those living in the ordinary room atmosphere. Extensive 
histological study of the lungs was made to ascertain whether the glycol had produced 
any generalized or local irritation. None was found. The kidneys, liver, spleen and 
bone marrow also were normal.” 
 
“The results of these experiments in conjunction with the absence of any observed ill 
effects in patients exposed to both triethylene glycol and propylene glycol vapors for 
months at a time, provide assurance that air containing these vapors in amounts up to 
the saturation point is completely harmless.” 
 

Propylene Glycolxlix 
Hernandez, O. 
Published by the Organisation for Economic Co-operation and Development (OECD), 
2001 (Screening Information Dataset for PG) 
 
“Propylene glycol does not present an acute, chronic, reproductive, or developmental 
hazard. Acute toxicity is very low, with LD50 values exceeding 19000 mg/kg after 
ingestion or skin contact. It is not a skin or eye irritant, and does not cause 
sensitization. 
 
The weight of the evidence indicates that it is not genotoxic in vitro or in vivo. 
Adequate long-term feeding studies are available which indicate that it does not 
represent a cancer hazard”. 
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Tobacco Harm Reduction: 
 

Harm reduction in nicotine addiction: Helping people who can’t quitl 
Royal College of Physicians 
A report by the Tobacco Advisory Group of the Royal College of Physicians, October 
2007 
 
“This RCP report makes the case for harm reduction strategies to protect smokers. The 
report demonstrates that smokers smoke predominantly for nicotine, that nicotine 
itself is not especially hazardous, and that if nicotine could be provided in a form that 
is acceptable and effective as a cigarette substitute, millions of lives could be saved. 
The report also argues that the regulatory systems that currently govern nicotine 
products in most countries, including the UK, actively discourage the development, 
marketing and promotion of significantly safer nicotine products to smokers.”li 
 
“Public health ethicists have argued that it is not enough to speculate that there is 
some chance of adverse effects to society if an individual is allowed to exercise rights, 
it is necessary to show that there is clear and convincing evidence that the risk to 
society is substantial. In judging whether public health interests should override 
individual health interests, one needs to evaluate both the ‘proportionality’ and the 
‘probability’ of the problems for public health.” 
 
� “Although stopping tobacco use is the ideal outcome for individual and public 

health, this is often difficult to achieve. Making a wider range of safer products 
available would be a harm reduction approach to tobacco control. 

� Harm reduction approaches in public health are sometimes criticised for condoning 
the activity they are trying to make safer. The Royal College of Physicians takes no 
position on the morality of smoking. However, since smoking is dangerous to 
health, and is hard to give up, the College wants to see a range of effective 
methods to help smokers quit or to reduce the harm they sustain. 

� The present status quo, in which cigarettes are freely available, medicinal nicotine 
products are available but under regulations that restrict availability and 
effectiveness, and some smokeless tobacco products are prohibited, denies 
smokers the right to choose safer nicotine products. 

� Balancing the nicotine market, so that all nicotine products are equally available 
and comparably priced, would provide smokers with choice but would not 
encourage change from high risk to lower risk products.” 

 

Public Health Implications of Smokeless Tobacco Use as a Harm Reduction 
Strategylii 
Savitz, D.A., et al 
Published in the American Journal of Public Health, Health Policy and Ethics, 2005 
 
“Despite much success in eliminating tobacco use, we need more, not fewer, tools in 
the multifaceted effort to address this public health issue. Motivated current smokers 
who are unable to quit should be a specific target audience for harm reduction 
strategies.” 
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Ending tobacco smoking in Britain: Radical strategies for prevention and 
harm reduction in nicotine addictionliii 
Royal College of Physicians 
A report by the Tobacco Advisory Group of the Royal College of Physicians, September 
2008 
 
� “People smoke because they are addicted to nicotine, but nicotine itself is not 

especially hazardous; it is the other constituents of tobacco smoke that cause most of 

the harm. 
� Harm reduction is therefore feasible in tobacco smoking by providing smokers with 

nicotine from a source that does not involve inhaling tobacco smoke. 
� Use of smoke-free nicotine would benefit smokers directly by reducing the personal 

harm caused by nicotine addiction. 
� Use of smoke-free nicotine by smokers would also reduce involuntary exposure of 

others, particularly children, to tobacco smoke.” 
 

Tobacco harm reduction: How rational public policy could transform a 
pandemicliv 
Sweanor, D., et al. 
Published in the International Journal of Drug Policy, 2007 
 
“Nicotine, at the dosage levels smokers seek, is a relatively innocuous drug commonly 
delivered by a highly harmful device, cigarette smoke. An intensifying pandemic of 
disease caused or exacerbated by smoking demands more effective policy responses 
than the current one: demanding that nicotine users abstain. A pragmatic response to 
the smoking problem is blocked by moralistic campaigns masquerading as public 
health, by divisions within the community of opponents to present policy, and by the 
public-health professions antipathy to any tobacco-control endeavours other than 
smoking cessation. Yet, numerous alternative systems for nicotine delivery exist, 
many of them far safer than smoking. A pragmatic, public-health approach to tobacco 
control would recognize a continuum of risk and encourage nicotine users to move 
themselves down the risk spectrum by choosing safer alternatives to smoking – 
without demanding abstinence.” 
 

American Cancer Society/U.S. Centers for Disease Control study confirms 
the value of tobacco harm reduction: Switching from smoking to 
smokeless tobacco is almost as good as quitting entirely.lv 
Phillips, C.V. 
Published by TobaccoHarmReduction.org, 2007 
 
“For those smokers who are unwilling or unable to quit using nicotine, switching to 
smokeless tobacco provides most of the benefits of quitting nicotine entirely. The 
study used the same data that the U.S. government uses to estimate the health 
effects of smoking. It found that Americans who had switched from smoking to 
smokeless tobacco before 1982 had only slightly higher risk of death than former 
smokers who had quit tobacco entirely; if there was any risk from using smokeless 
tobacco at all, it was much lower than from continuing to smoke.” 
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Debunking the claim that abstinence is usually healthier for smokers than 
switching to a low-risk alternative, and other observations about anti-
tobacco-harm-reduction argumentslvi 

Phillips, C.V. 
Published in Harm Reduction Journal, 2009 
 
“Harm reduction is particularly compelling for the use of nicotine because so many 
people have such a strong propensity for using it. Nicotine is a very beneficial drug for 
many people, providing alertness, focus, pleasure, and relief from a variety of 
psychological symptoms and pathologies. A substantial fraction of the population gets 
these benefits by smoking even though the health costs are so high, which means that 
demanding they quit entirely entails great welfare costs and is not likely to work.” 
 
“Hiding THR from smokers, waiting for them to decide to quit entirely or waiting for a 
new anti-smoking magic bullet, causes the deaths of more smokers every month than 
a lifetime using low-risk nicotine products ever could.” 
 

The Case for Harm Reduction for Control of Tobacco-related Illness and 
Deathlvii 
Nitzkin, J.L. & Rodu, B. 
Published by AAHP, 2008 
 
“In practical terms, enhancement of current policies based on the premise that all 
tobacco products are equally risky will yield only small and barely measurable 
reductions in tobacco-related illness and death. Addition of a harm reduction 
component, however, could yield a 50% to 80% reduction 
in tobacco-related illness and death over the first ten years, and a likely reduction of 
up to 90% within 20 years. These projections are based on the expectation that a 
significant number of smokers will continue to smoke and the knowledge that risk of 
death from lung cancer continues for decades after the smoker has stopped smoking.” 
 

Warning: Anti-tobacco activism may be hazardous to epidemiologic 
sciencelviii 
Phillips, C.V. 
Published in Epidemiologic Perspectives & Innovations, 2007 
 
“Researchers with political agendas often seem willing to bias how they interpret their 
data to better support their worldly goals. Researchers who work as part of the anti-
tobacco orthodoxy appear particularly willing to do so. Selective citation and cherry-
picking favored results is woefully common, but it is difficult to think of a case as bad 
as the one Enstrom reports, in which the chief epidemiologist for the ACS vehemently 
accuses someone else of bias on a topic while conveniently ignoring his own 
organization's data and a dissertation he advised. (I found this less surprising than 
others might, given that the ACS also continues to claim in its public pronouncements 
that smokeless tobacco poses a major risk for oral cancer, despite the fact that their 
own research studies are part of the overwhelming evidence that it does not.” 
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Persistent misleading health advice about smokeless tobacco on the Weblix 
Phillips, C.V., Bergen, P., et al 
Poster presented at Medicine 2.0 Congress, 2006 
 
“Consumers get much of their behavioral health advice from websites. The 
predominant popular messages on the web about ST still mislead about health risks 
and fail to convey the potential benefits of switching from smoking. Changes in the 
form of some statements suggest a more deliberate effort to mislead readers. It is still 
very difficult for smokers to learn that ST is a highly-reduced-risk alternative, and ST 
users are still told, in effect, that they might as well smoke. Misinformation about 
health risks provided by trusted and popular sources limits consumers’ ability to make 
informed decisions about tobacco products.” 
 

Comment to the U.S. Food and Drug Administration summarizing the 
rationale for tobacco harm reductionlx 
Rodu, B. 
Reprinted from public archives of public comments to the Food and Drug 
Administration on the Regulation of Tobacco Products, 2009  
 
“I believe that FDA regulation of tobacco products will be effective and beneficial for 
public health if it incorporates tobacco harm reduction, which involves the substitution 
of alternative sources of nicotine, including smokeless tobacco products, for cigarettes 
by smokers who are unwilling or unable to abstain altogether from nicotine and 
tobacco. In the attached document I have summarized the strong medical, scientific 
and public health rationale for tobacco harm reduction.” 
 

Tobacco smoking, harm reduction, and nicotine product regulationlxi 
Britton, J. & Edwards, R. 
Published in The Lancet, 2008 
 
“In the 50 years since the health risks of smoking first became widely recognized, the 
political and public health responses to smoking at national and international levels 
have been grossly inadequate.” 
 
“A logical harm reduction approach for the millions of smokers who are unlikely to 
achieve complete abstinence…is to promote the substitution of tobacco smoking with 
an alternative, less hazardous means of obtaining nicotine.” 
 
“We believe that the absence of effective harm reduction strategies for smokers is 
perverse, unjust, and acts against the rights and best interests of smokers and the 
public health.” 
 
“The regulatory framework should therefore apply the levers of  affordability, 
promotion, and availability in direct inverse relation to the hazard of the product, thus 
creating the most favourable market environment for the least hazardous products 
while also strongly discouraging use of smoked tobacco.” 
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Electronic cigarettes are the tobacco harm reduction phenomenon of the 
year – but will they survive?lxii 
Bergen, P.L. & Heffernan, C.E. 
Published in TobaccoHarmReduction.org Yearbook, 2010 
 
“…those regulators are generally incapable of considering the lifestyle advantages of a 
product (e-cigarettes help people not just to quit  smoking, but also to keep enjoying 
much of what they liked about smoking), especially when it competes with the 
cessation products made by their major constituents in the pharmaceutical industry.” 
 
“E-cigarettes have already been banned in many countries and are likely to be banned 
in more. But none of the bans seem to be based on demanding better quality control, 
and few seem to be tied to any health claims at all. Rather, they seem more to result 
from “not invented here” syndrome. Perhaps this is too cynical, but it seems that had 
these products been invented by white Western anti-smoking activists (see, e.g., 
Niconovum) and given over to the control of wealthy Western institutions (physicians 
and pharmaceutical companies, or perhaps even tobacco companies), they probably 
would have been embraced as a miracle and rushed through for approval. But because 
they were created by a Chinese engineer and supported by a grass roots education 
and distribution network, they trigger most every imaginable institutionalized 
kneejerk.” 
 
“Many smokers are finding this almost certainly low-risk alternative one of the most 
satisfying and, to varying degrees, available. In mimicking the essential attractions of 
traditional smoking, they provide a welcome change from failed attempts to become 
nicotine-abstinent, or successful quitting that leaves people with dramatically lowered 
welfare. It overcomes shortfalls of pharmaceutical nicotine products which are not 
optimized for long-term use and do not even work very well for transitioning to 
abstinence (Chapman & MacKenzie 2010). 
 
As with any alternative to smoking that exists outside dominant institutions and does 
not focus on purifying everyone completely, e-cigarettes face a great challenge. All the 
powerful institutions involved with tobacco policy (government agencies, major NGOs, 
competing companies) seem to oppose their existence, caring little about their public 
health benefits. These products seem to bother anti-tobacco extremists, who have 
been quite successful in their tactics of demonizing and misleading people about 
nicotine, even more than low-risk inter-oral products. Presumably they fear that clean 
modern products that prompts learning and a devoted following is a threat to their 
propaganda. It tends to make nicotine consumption seem less like the “moral” or 
“values” issue they wish to make it, and it becomes a rational consumption decision by 
adults. However, unlike with smokeless tobacco in most places, it is conceivable that 
educated nicotine users who want to engage in THR might be physically prevented 
from getting this low risk alternative.” 
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The fluid concept of smoking addictionlxiii 
Peele, S. 
Published in TobaccoHarmReduction.org, Yearbook 2010 
 
“In the 1957 WHO report Addiction Producing Drugs, addiction was ascribed to 
psychologically debilitated people, and is thus highly pejorative. The image of the drug 
(heroin) addict was of an uncontrolled sociopath. That this did not describe most 
smokers also contributed to the SGR64’s determination that smoking was not 
addictive: “It [calling smoking habituation] does, however, carry an implication 
concerning the basic nature of the user and this distinction should be a clear one. It is 
generally accepted among psychiatrists that addiction to potent drugs is based upon 
serious personality defects from underlying psychologic or psychiatric disorders which 
may become manifest in other ways if the drugs are removed. [Yet e]ven the most 
energetic and emotional campaigner against smoking and nicotine would find little 
support for the view that all those who use tobacco, coffee, tea and cocoa are in need 
of mental care...." (pp. 351-352). 
 
Indeed, SGR64 concludes, “Medical perspective requires recognition of significant 
beneficial effects of smoking primarily in the area of mental health” (p. 356).” 
 
“People give up tobacco more or less as their needs dictate they should or must, like 
all harmful habits. All of this shows, of course, that addiction is 
politically and social defined, despite repeated but mistaken claims to have identified a 
purely biological, asocial basis for defining and recognizing addiction.” 
 

Smokeless tobacco: the epidemiology and politics of harmlxiv 
Phillips, C.V. & Heavner, K.K. 
Published in Biomarkers, 2009 
 
“The health burden from tobacco smoking results almost entirely from inhalation of 
the components of smoke, although this is not widely known. The primary benefit of 
smoking is nicotine delivery, but nicotine can be obtained without combustion. Thus 
there is potential for tobacco harm reduction (THR), the substitution of lower-risk 
nicotine products for smoking. Epidemiological evidence suggests that smokeless 
tobacco causes about one one-hundredth the health risk of smoking. Despite the 
practice of harm reduction being widely accepted in public health, however, THR has 
faced fierce opposition from anti-tobacco activists. These activists have effectively 
misled the public about what aspect of smoking cigarettes causes the harm, 
convincing them that nicotine and tobacco themselves are harmful, ignoring the 
smoke. In the interests of promoting public health and rescuing science from politics, 
experts on inhalation hazards and health could play an important role in educating the 
public and policy makers about THR.” 
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Public comment regarding tobacco harm reduction to the U.S. Food & 
Drug Administration from TobaccoHarmReduction.orglxv 
Phillips, C.V., Bergen, P.L., Heavner, K.K., & Nissen, C.M. 
Published in TobaccoHarmReduction.org, Yearbook 2010 
 
“In summary, regulating tobacco calls for recognizing that nicotine is a popular drug 
that it is a “lifestyle” consumption decision and/or self-treatment for many conditions 
that are not formally diagnosed, making it different from carefully controlled medical 
treatments for specific diseases. Demand will likely never be eliminated, and trying to 
eliminate it will take the FDA far beyond its mission and competencies. Like the 
products that FDA is experienced at regulating, the market will be dominated by major 
corporations; this should be recognized and turned into an asset rather than futilely 
resisted. Because this popular drug is caught up in so much politics, attempts at social 
engineering often overwhelm the good science. However, good science and honest 
provision of information will improve people’s health efficiently and without causing a 
net reduction in overall welfare.” 
 

You might as well smoke; the misleading and harmful public message 
about smokeless tobaccolxvi 
Phillips, C.V., Wang, C., & Guenzel, B. 
Published in BMC Public Health, 2005 
 
“Results 
We found that when any substantive information about the risk from ST is given, the 
risk is almost universally conflated with the risk from cigarettes. Accurate comparative 
risk information was quite rare, provided by only a handful of websites, all appearing 
low in our search results (i.e., of low popularity and thus unlikely to be found by 
someone searching for information). About 1/3 of the websites, including various 
authoritative entities, explicitly claimed that ST is as bad as or worse than cigarettes. 
Most of the other sites made statements that imply the risks are comparable. 
 
Conclusion 
 

Through these websites, and presumably other information provided by the same 
government, advocacy, and educational organizations, ST users are told, in effect, 
that they might as well switch to smoking if they like it a bit more. Smokers and policy 
makers are told there is no potential for harm reduction. These messages are clearly 
false and likely harmful, representing violations of ethical standards.” 
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Tobacco harm reduction: an alternative cessation strategy for inveterate 
smokerslxvii 
Rodu, B. & Godshall, W.T. 
Published in Harm Reduction Journal, 2006 
 
“Many smokers are unable – or at least unwilling – to achieve cessation through 
complete nicotine and tobacco abstinence; they continue smoking despite the very 
real and obvious adverse health consequences. Conventional smoking cessation 
policies and programs generally present smokers with two unpleasant alternatives: 
quit, or die. 
  
A third approach to smoking cessation, tobacco harm reduction, involves the use of 
alternative sources of nicotine, including modern smokeless tobacco products. A 
substantial body of research, much of it produced over the past decade, establishes 
the scientific and medical foundation for tobacco harm reduction using smokeless 
tobacco products.”  
 
“Tobacco harm reduction empowers smokers to gain control over the consequences of 
their nicotine addiction. At its simplest it is nonintrusive and solely educational, and 
therefore has a strong moral rationale. The strategy is cost-effective and accessible 
today to almost all smokers. But its implementation will require rethinking of 
conventional tobacco control policies and their premises.” 

 
A tobacco-free society or tobacco harm reduction? Which objective is best 
for the remaining smokers in Scandinavia?lxviii 
Lund, K.E. 
Published in Norwegian Institute for Alcohol and Drug Research, Oslo 2009 
 
“Cigarette smoking is ideal for a harm reduction strategy, because the substance that 
causes addiction – nicotine – is not the cause of the health  risk. People smoke 
because of nicotine, but die from tobacco smoke. Much less hazardous nicotine 
products are available.” 
 
“To get people to understand the necessity for a measure that appears to involve 
changing the expressed aim of tobacco policy – a tobacco-free society – is a 
challenging task. The task is no easier when the traditional measures for reducing 
smoking have been successful. Why should we change direction? 
 
However, harm reduction does not involve a change in direction for preventive work. 
Harm reduction should be regarded as an additional component to the measures that 
have already been shown to be effective. On the way to the final aim of a tobacco-free 
society, harm reduction could be a pragmatic and temporary measure that could 
clearly save many lives.” 
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The implicit ethical claims made in anti-tobacco harm reduction rhetoric – 
a brief overviewlxix 
Nissen, C.M., et al 
Published in TobaccoHarmReduction.org Yearbook, 2010 
 
“Using tobacco/nicotine has benefits (for many people) and costs; if the costs are 
lowered a lot and the benefits are lowered only a little bit (which is the case for many 
people who substitute other products for smoking), then net benefits increase and 
more people will get positive net benefits from using such a product. In other words, if 
the health risk is low enough, and the psychological benefits (pleasure, relaxation, 
relief from distress, etc.) are high enough, people will rationally choose to use ST or e-
cigs.” 
 
“It should be obvious that allowing people in positions of influence to turn their own 
minority opinions into declared social ethics is a rather scary way to make social 
policy.” 
 
“This analysis suggests that attacks on THR are not based on defensible ethics. They 
are presented in ways that apparently appear credible to some observers, but seem to 
be based on undefended ethical positions that, if accepted, would equally condemn a 
wide variety of other public health activities and a large portion of activities that 
people choose to engage in. We present this as a challenge and invitation for anti-THR 
activists to better defend their arguments as stemming from ethical principles that 
others would accept. If they continue to fail to do so in light of explicit challenges like 
this one, then those arguments must be judged to be not only unpersuasive, but also 
inherently unethical to put forward.” 
 

Tobacco Harm Reduction – A Public Health Perspectivelxx 
Nitzkin, J.L. 
Published by the American Association of Public Health Physicians, 2012 
 
“When dealing with tobacco-attributable illness and death, “tobacco” is not our 
problem. Our problem is cigarette smoke, inhaled deep into the lung.” 
 
“Tobacco Harm Reduction… is the most promising policy option to reduce tobacco-
attributable illness and death in the USA.” 
 
“Together, we have a job to do – to put THR “on the table” for discussion and 
possible implementation.” 
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An analog visual comparison of best, current and worst case scenarios in 
(tobacco) harm reduction; numeracy-aiding tools to get the message 
acrosslxxi 
Bergen, P.L. & Heffernan, C.E. 

Published in TobaccoHarmReduction.org Yearbook, 2010 

 

“Figure 2: Cancer risk from a lifetime of smoking compared to a lifetime of 

smokeless tobacco use. 

 

 
 

Figure 2 limits the analysis to cancer, the risk that most people associate with smoking 
and ST use, though actually a minority of the estimated risk in both cases. This 

version of the graphic also illustrates an alternative presentation, comparing the 
present real case with how much worse it would be if no one engaged in the reduced 

harm option. When compared to behaviors where harm reduction is the norm, this 

illustration could be useful.” 

 

“Figures 4 and 5 illustrate comparisons of the huge potential of THR, and its current 
lack of success, to other harm reduction arenas where the current case is much closer 

to the best case, though the reduction in risk is limited. This first figure illustrates 

what is probably the most widely-employed, understood, and appreciated harm 

reduction strategy. The quite dangerous activity that is being in a car has been made 

immensely safer though the use of seatbelts. Indeed, most of the potential benefits 

have been achieved, though even the best case scenario would not come close to 

THR’s 99% reduction in risk. In a less typical comparison, limits on impulsive access to 

firearms result in many suicide attempts failing that otherwise would have succeeded.” 
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Figure 4: Passenger Mortalities 
 

 
 

Figure 5: Suicide Mortalities 
 

 
 

“Thus, these graphs illustrate the oft-repeated point about THR, that the current 

political situation is very strange. (They would do so more effectively if they were 

scaled by total population risk, but that is not practical in the present medium. We will 

experiment with such presentations.) 

 
While many harm reduction interventions, even those that involve controversial 

subpopulations, are embraced, the harm reduction intervention that appears to offer 

the greatest potential improvement, in absolute and relative terms, is violently 

opposed.” 
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Survey of smokers’ reasons for not switching to safer sources of nicotine 
and their willingness to do so in the futurelxxii 
Heavner, K., et al 
Published in Harm Reduction Journal, 2009 
 
“One of the barriers to smoking cessation via product switching is misinformation 
about Smokeless Tobacco (ST) and pharmaceutical nicotine products. Most (67%) 
people in a telephone survey in the US and 59.8% of a sample of nurses mistakenly 
believed that nicotine is the main cause of tobacco-related cancers. Surveys of 
smokers and college students in North America found that fewer than 15% realize that 
ST is less harmful than smoking. In addition, a study found that most (75%) male US 
military recruits believe that switching from smoking to ST does not reduce tobacco 
users' risk. Many smokers have similar misconceptions about the health risks from 
using pharmaceutical nicotine products... If efforts to actively convince smokers that 
there is no opportunity for harm reduction were to end, we would expect to see the 
change begin. If the resources that are currently devoted to misleading smokers about 
harm reduction were instead targeted at informing them that they have satisfying 
choices that are almost as good for their health as quitting entirely, a very large 
change could happen quite rapidly.” 
 

Should the Health Community Promote Smokeless Tobacco (Snus) as a 
Harm Reduction Measure?lxxiii 
Gartner, C.D., Hall, W.D., Chapman, S., & Freeman, B. 
Published in PLoS Medicine, 2007 
 
“Background to the debate: The tobacco control community is divided on whether or 
not to inform the public that using oral, smokeless tobacco (Swedish snus) is less 
hazardous to health than smoking tobacco. Proponents of "harm reduction” point to 
the Swedish experience. Snus seems to be widely used as an alternative to cigarettes 
in Sweden, say these proponents, contributing to the low overall prevalence of 
smoking and smoking-related disease. Harm reduction proponents thus argue that the 
health community should actively inform inveterate cigarette smokers of the benefits 
of switching to snus. However, critics of harm reduction say that snus has its own 
risks, that no form of tobacco should ever be promoted, and that Sweden's experience 
is likely to be specific to that culture and not transferable to other settings. Critics also 
remain deeply suspicious that the tobacco industry will use snus marketing as a 
"gateway” to promote cigarettes. In the interests of promoting debate, the authors 
(who are collaborators on a research project on the future of tobacco control) have 
agreed to outline the strongest arguments for and against promoting Swedish snus as 
a form of harm reduction.” 
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Introduction - characteristics of e-cigarettes 

If enacted, the proposed EU Tobacco Products Directive would mean that that the vast majority 

of e-cigarettes would be regulated as medicines. I have written at length about the danger of 

this:  

● Medicines Regulation for e-cigarettes: when caution can kill  

● Reduce harm or protect the cigarette industry? 

 

But can e-cigarettes be lawfully classified as medicines? Should they?  Some points to 

consider: 

● Positioning. E-cigarettes are marketed as consumer products, not medicines.  They are 

a modern technology for delivery of a legal widely used recreational drug, nicotine, that 

has been historically sold in tobacco form, most commonly for smoking.  

● Comparator is cigarettes. These products are sold as superior hi-tech alternatives to 

cigarettes, not as smoking cessation aids or as a form of NRT.    

● Consumer product characteristics. E-cigarettes have important consumer product 

characteristics - such as dozens of (sometimes frivolous) flavours. These increase the 

appeal relative to cigarettes but are not commonly found in medicines, and would likely 

be prevented by medicines regulation. 

● Claims. They make no claims for quitting, and they satisfy rather than treat nicotine 

addiction. They are likely to have the effect of reducing disease, but they are not 

treatments for disease. Many consumer products have health benefits, but are not 

considered medicines. 

● Type of risks. Most of the risk associated with e-cigarettes relate to electrical and 

heating element safety and to the containment of e-liquids, rather than adverse 

physiological reactions or overdose by users.  

● Health risk. Given what is already known of the product characteristics, the difference in 

risk between smoking tobacco cigarettes and e-cigarettes is likely to be at least two 

orders of magnitude. Given the relative risks, regulation of e-cigarettes should be 

proportionate and non-discriminatory, when compared to the regulation of cigarettes.  

● Normal concerns. Safety and quality concerns are common to a vast number of 

consumer products and there is already adequate consumer protection legislation to 

cover these. These risks are better managed under the General Product Safety Directive 

and framework of consumer protection policy.  The EU’s RAPEX system captures 

reports of defective products and enables them to be removed from the market.  

● Consumer choice not regulatory decision. Whether they are ‘effective’ alternatives to 

cigarettes is not a question for regulators, but a matter for consumer preference and 

there is no objective ‘right answer’ to this. As long as the products are acceptably safe, 

http://ec.europa.eu/health/tobacco/products/revision/index_en.htm
http://ec.europa.eu/health/documents/eudralex/vol-1/index_en.htm
http://www.clivebates.com/?p=787
http://www.clivebates.com/?p=890
http://www.simplyeliquid.co.uk/e-liquid-flavours
http://europa.eu/legislation_summaries/consumers/consumer_information/l21253_en.htm
http://ec.europa.eu/consumers/safety/prod_legis/index_en.htm
http://ec.europa.eu/consumers/safety/rapex/index_en.htm


(ie far safer than cigarettes), work as designed and are described appropriately, they 

should not face further barriers to competing with cigarettes.  

An expert view and user view 

The expert. The late Professor Michael Russell, a pioneer in the understanding of nicotine and 

behaviour, captured the distinction more than twenty years ago. Writing in the British Journal of 

Addiction in 1991 he recognised the potential for a different type of nicotine delivery product: 

 

It is argued here that it is not so much the efficacy of new nicotine delivery systems as temporary 

aids to cessation, but their potential as long-term alternatives to tobacco that makes the virtual 

elimination of tobacco a realistic future target. [...] A case is advanced for selected nicotine 

replacement products to be made as palatable and acceptable as possible and actively promoted 

on the open market to enable them to compete with tobacco products. 

 

The user. In response to a February 2013 article in the New Scientist E-cigarettes may soon be 

sold as life-saving medicine, a user ‘Graham’ left the following online comment, and it is typical 

of many of the testimonials of e-cigarette users. 

 

I cannot offer a scientific analysis, just a personal one. I stopped by my local convenience 

store a few weeks ago, preparing for a night in front of the TV watching Euro football. As I 

purchased my 20 smokes with my beer, the cashier suggested I try an eCig. So I bought one. 

£4.99 for a metal tube that supposedly replicates 20 cigarettes. I got home, put on the footie, 

cracked a beer, and sucked on this metal tube thing for the first time ever. I haven't smoked a 

'real' cigarette since. The pack of 20 real cigs remains in a drawer, next to the TV remote. It 

says on the pack - if you don't already smoke, don't try this product. But I did smoke, and now 

I can say I don't smoke cigarettes. If you recognise yourself in my story - please try them. 

They work. 

 

This person does not appear to regard himself as in treatment or taking a medicine - I hope that 

is obvious. It is important to listen carefully to what users say and how they use the products. 

The common thread is that they are using these as alternatives to cigarettes, not as medicines, 

exactly as envisaged by Michael Russell all those years ago.  

Formal definition of medicine in EU law 

This is the definition of a medical product in the medicines directive (2001/83/EC). 

 

Article 1. Definitions 

2. Medicinal product: 

 

(a) Any substance or combination of substances presented as having properties for treating or 

preventing disease in human beings; or 

 

(b) Any substance or combination of substances which may be used in or administered to human 

beings either with a view to restoring, correcting or modifying physiological functions by exerting a 

pharmacological, immunological or metabolic action, or to making a medical diagnosis. 

http://www.guardian.co.uk/science/2009/aug/04/obituary-michael-russell
http://www.ihra.net/files/2011/07/13/Russell_-_Nicotine_Replacement.pdf
http://www.ihra.net/files/2011/07/13/Russell_-_Nicotine_Replacement.pdf
http://www.newscientist.com/article/mg21729054.900-ecigarettes-may-soon-be-sold-as-lifesaving-medicine.html
http://www.newscientist.com/article/mg21729054.900-ecigarettes-may-soon-be-sold-as-lifesaving-medicine.html
http://www.ecigarettedirect.co.uk/testimonials/testimonial-1.html
http://ec.europa.eu/health/documents/eudralex/vol-1/index_en.htm


 

The UK medicines regulator, the Medicines and Healthcare Products Regulatory Authority 

believes this definition gives adequate legal cover to regulate e-cigarette as medicines (see this 

MHRA Q&A - question 2).  But that doesn’t mean they have to be regulated in this way.  

 

Definition under part a. Some argue that part (a) in the definition above might apply - that e-

cigarettes are used for quitting smoking and preventing disease, and therefore have an implicit 

therapeutic claim.  They argue therefore that the tests of ‘efficacy’ are required to prove that 

these products work as smoking cessation aids. They may well be used in this way, but the 

manufacturers don't make that claim any more than Tropicana claims its orange juice wards off 

colds and flu. Just because something has beneficial health effects doesn't make it de facto or 

de jure a medicine. The real purpose of the first part of the definition of a medicine is to allow 

regulators is to test 'therapeutic claims'...  ie. claims by the maker that it will help you quit 

smoking, reduce cancer risk, cure addiction or similar.  But the vendors of these products do not 

make therapeutic claims, they simply argue that these are alternatives to cigarettes with largely 

self-evident superior characteristics.  Note NRT products come under this definition because the 

makers seek an ‘indication’ that is a regulator-approved claim that the products have certain 

beneficial therapeutic effects.  

 

Definition under part b. Some argue that part (b) in the definition might apply. This definition 

could cover things like pain killers or insulin, an agent that modifies physiological functions by 

exerting a pharmacological action. To the extent that e-cigarettes deliver a psychoactive drug 

effect this might apply - this argument is used by MHRA in its Q&A.   But this idea isn't always 

applied - alcoholic drinks and caffeinated drinks like Red Bull could also fit this definition but 

come under food regulation, cigarettes deliver nicotine and come under tobacco regulation - in 

these cases an appropriate regulatory framework has been defined. In reality, e-cigarettes are a 

cleaner delivery system for a legal recreational drug, rather than a medicine.   

 

The following discussion outlines legal and regulatory scepticism about the classification of e-

cigarettes as medicines. 

UK regulatory committee challenges medicines classification 

The special purpose Regulatory Policy Committee (RPC) provides independent scrutiny of 

regulatory proposals for the UK government. It dismissed the case for medical regulation in its 

opinion of June 2010 on the MHRA’s consultation and impact assessment (IA): 

 

The RPC is of the opinion that the IA and consultation letter do not provide sufficient evidence to 

suggest that there is a significant risk to public health from currently unlicensed NCPs which 

would justify the future regulation of these products. MHRA should have made clearer what 

evidence is available to suggest there are safety and public health concerns about these products 

and considered a wider range of policy options before consulting on the introduction of a 

mandatory licensing requirement for all NCPs. In addition, the data and assumptions used in the 

IA for estimating the costs and benefits of the new regulations do not appear to be robust. 

 

http://www.mhra.gov.uk/home/groups/es-policy/documents/publication/con111572.pdf
http://mw4.m-w.com/medical/indication
http://www.treatobacco.net/en/page_149.php
http://www.mhra.gov.uk/home/groups/es-policy/documents/publication/con111572.pdf
http://regulatorypolicycommittee.independent.gov.uk/
http://regulatorypolicycommittee.independent.gov.uk/wp-content/uploads/2010/06/MHRA-Nicotine-Containing-Products-final-opinion-for-publication.pdf


On 18 February 2013, a UK official confirmed that further regulatory scrutiny would be required 

(personal communication): 

 

Ultimately any change to regulation in this area would (as with all regulatory changes affecting 

business) require collective Ministerial agreement and sign off by the  Reducing Regulation 

Cabinet Sub-Committee.  Prior to putting such proposals to the RRC - departments are required 

to send the associated Impact Assessment to the Regulatory Policy Committee. 

Legal interpretations in the European Union member states 

There have been four cases where the courts have examined the interpretation of e-cigarettes 

as medicines under national laws which are implementations of the EU law in this area.  

 

Here are some examples (my thanks to ECITA for their assistance): 

1. Netherlands 

United Tobacco Vapor Group Inc. versus the State of the Netherlands (the Ministry of Health, 

Welfare and Sport and the Ministry of Finance), in the Netherlands Court of the Hague, [2012], 

Case number 414117  

 

The s-Gravenhage Court in the Netherlands concluded in its ruling of 13 March 2012 that:  

 

“the state will be required to provide evidence that upon the use of an e-cigarette the 

pharmacological properties are, for that purpose, stronger than those observed when the original 

product (cut tobacco leaves) is used. The state has failed to supply any scientific evidence to 

prove its allegations”  

 

"The State has argued that it is not the State who has the burden to scientifically demonstrate 

that the e-cigarette produces pharmacological effects under the Medicines Directive. The judge 

considers this view untenable. It is the minister who has decided to classify e-cigarette products 

as medicinal brands. It is for the Minister to provide adequate justification. This case rests under 

Article 150 of the Code of Civil Procedure meaning the State has the burden of proof in law of the 

propositions which he wishes to see. On this basis, the court considers that the final decision of 

the Minister to classify the e-cigarette as medicinal brands is in violation of the law and the 

general principles of good governance, particularly the justification principle and the principle of 

legal certainty.” 

 

Interpretation. This is interesting because it takes cigarettes as a reference point, and argues 

that the nicotine delivery would need to be somehow more potent than for cigarettes.  Given that 

smokers and vapers generally control their own exposure to obtain their desired dose, this view 

suggests that a regulator would struggle to prove that e-cigarettes gave a nicotine exposure 

more than from cigarette smoking. 

2. Cologne, Germany 

The ruling of Administrative Court of Köln Case No. 7K3169/11: 20 March 2012 that  

http://www.ecita.org.uk/response%20to%20proposed%20revision%20of%20tpd%20160113.pdf
http://zoeken.rechtspraak.nl/resultpage.aspx?snelzoeken=true&searchtype=kenmerken&vrije_tekst=414117
http://www.justiz.nrw.de/nrwe/ovgs/vg_koeln/j2012/7_K_3169_11urteil20120320.html


 

“the obligation to prove pharmacological properties lies with the defending party (i.e. the 

respective competent state authority), as it has alleged that we’re dealing with a functional 

medicinal product [see clauses 111-113 jj of the ruling]. We need confirmation that the use of an 

e-cigarette would not just only wean smokers from their smoking habit, but also treat nicotine 

addiction [see clause 130 of the referred ruling]. There is no scientific evidence to show whether 

this specific product is suitable for the treatment of nicotine addiction. Above all, the Court has 

found that we’re not speaking of nicotine addiction, as long as nicotine is obtained from electronic 

cigarette instead of a tobacco cigarette. The nicotine addiction will then prevail. Nicotine addiction 

is satisfied, not treated” [see clause 132 of the ruling]. 

 

The Administrative Court of Köln ruled that:  

 

“when observing the products that serve as the object of the dispute, we can’t ignore the fact that 

the definition of a functional medicinal product usually covers authentic medicinal products and 

therefore, products that serve a therapeutic or prophylactic purpose. We have to distinguish 

products that have a different primary objective, for example, nourishment or getting a 

satisfaction” (see clause 171 of the ruling). 

 

Interpretation: this recognises that the purpose of an e-cigarette is not primarily as a 

therapeutic device to overcome addiction or quit smoking, but to provide ‘satisfaction’ in a 

different way to smoking.  

3. Sachsen-Anhalt, Germany  

The Supreme Court of Sachsen-Anhalt State of Germany stated in its ruling of 5 June 2012:  

 

“We must not ignore the main function of a substance considered as a potential functional 

medicinal product. Regardless of pharmacological properties, a product is not considered as a 

functional medicinal product solely because it contains some substance – nicotine, in given case 

– that is accompanied by health risks when used, as a definition of a functional medicinal product 

includes fighting against diseases or undesirable physical conditions of reaching a medical 

diagnosis as a function of the medicinal product.” /…/ “Pure physiological effect of nicotine is not 

sufficient to classify something as a functional medicinal product. Usually, only products that have 

either therapeutic or prophylactic purpose can be therefore functional medicinal product. The 

Medicinal Products Act does not cover products with different main objectives, for example, being 

used for nourishment or as substances for pleasure and gratification.” /…/ “The Medicinal 

Products Act can only be applied if it’s definitely known, as a product is manufactured, that it’s 

future purpose will be, without exception, medicinal function in human body – even where 

combined effect with some other substance will be needed for that purposes. As for the object of 

dispute – a liquid that contains nicotine – this can’t be assumed. Weaning from the use of tobacco 

cigarettes or alleviation of nicotine addiction do not take the front stage”. 

 

In the final part of the ruling the Supreme Court of Sachsen-Anhalt State of Germany also 

explained: 

  

“This would mean, above all, that the regulation applicable under the Medicinal Products Act can 

only be implemented if the suitability of a product as a medicinal product has been identified. 

http://www.wahrheit-ueber-ezigaretten.de/images/stories/pdf/OVG-LSA-20120605.pdf


Otherwise, the stricter rules, arising from the Medicinal Products Act, would be applicable also to 

other circumstances and this would prohibit the free movement of products in the European 

Union without the situation being sufficiently justified by health protection requirements”. 

 

Interpretation: this makes an argument that the application of more restrictive medicines 

regulation inhibits free movement of goods in the EU without showing any health benefits.  It 

asserts that the simple presence of psychoactive substance (nicotine) is insufficient to classify 

the product as a medicine.   

4. Estonia 

Tartu Administrative Court on behalf of the Republic of Estonia found in favour of the 

complainant, Zandera Ltd (an e-cigarette company) and against the respondent, the Estonia 

State Agency of Medicines, when the latter tried to classify e-cigarettes as medicines. In its 

ruling in Case 3-12-2345 on 7 March 2013, the court said: 

 

The respondent [...] has not explained why the electronic cigarette is to be classified as a 

medicinal product, while the normal cigarettes which also contain nicotine and its consumption 

goal is the same, have never been defined as medicine products. It is not clear why the 

pharmacological effects of the manufactured liquid nicotine on the body are different from the 

effect of the nicotine in a normal cigarette or whether any pharmacological effect manifests itself 

in a normal cigarette. In the contested decisions, there is no answer to the claim raised by the 

complainant that there is no science based evidence and examples of why particularly E-Lites 

products or their properties negatively affect public health and influence human physiology more 

than do conventional cigarettes. 

 [...] 

If the effects produced by E-Lites cigarettes are unique to medicinal products only, then the 

question arises as to why the normal cigarettes do not have the same effect unique to a medicinal 

product. In this case, the desired nicotine is received from an e-cigarette instead of a tobacco 

cigarette; nicotine addiction is satisfied, not cured. 

[...] 

Nicotine is received from an e-cigarette instead of a tobacco cigarette. Also, people who have 

given up smoking tobacco cigarettes in favor of e-cigarettes for health reasons do not use 

nicotine as a medicinal product, but as a drug which is less detrimental to the health instead of a 

more hazardous cigarette. 

 

Interpretation. The court does not find that the mere fact of a physiological effect is sufficient to 

regard something as a medicine. Throughout the judgement, the court compares e-cigarettes 

with cigarettes, not NRT or other pharmacological treatments for nicotine withdrawal. 

Relevant European Court of Justice case law  

1. Germany - the garlic case 

The European Commission has also challenged member states when they have over-zealously 

classified non-medicinal products as medicines.  In the ‘garlic capsule’ case of 2007 the 

European Commission challenged a member state classification of these products as a 

http://www.ecita.org.uk/kohtuotsus_e-sigaretid_zandera%20vs%20ravimiamet_ha-3-12-2345_07032013_en-us.pdf


medicine by the regulators in the Federal Republic of Germany, on the grounds that they are not 

medicines and that the regulatory burdens of medicines regulation created disproportionate 

obstacles to trade in the EU internal market.  For e-cigarettes, the case (C-319/05 - 15 

November 2007) drew highly relevant conclusions in paragraphs 59-71 of the judgement. These 

are reproduced in full at the Appendix below, with commentary. Some critical extracts: 

 

61 Contrary to the definition of medicinal product by presentation, whose broad interpretation is 

intended to protect consumers from products which do not have the effectiveness they are 

entitled to expect, the definition of medicinal product by function is designed to cover products 

whose pharmacological properties have been scientifically observed and which are genuinely 

designed to make a medical diagnosis or to restore, correct or modify physiological functions. 

[...] 

64 In those circumstances, and in order to preserve the effectiveness of that criterion, it is not 

sufficient that product has properties beneficial to health in general, but it must strictly speaking 

have the function of treating or preventing disease. [emphasis added] 

[...] 

71.  … the definition of medicinal products in particular, cannot result in obstacles to the free 

movement of goods which are entirely disproportionate to the pursued aim of protecting health. 

 

Interpretation: this judgement stresses the balance to be struck between the efficient operation 

of the internal market and the protection of public health through appropriate regulation. In 

pursuit of this aim, the ECJ has tightly circumscribed what can be lawfully classed as medicines. 

The judgement limits medicines to products that are ‘genuinely designed’ to ‘modify 

physiological functions’ strictly with the ‘function of treating or preventing disease’.  That clearly 

rules out e-cigarettes, which are not designed to do this at all, but to supply an alternative 

source of recreational nicotine.  

2. Germany - the fermented red rice case 

 

In Case C140-07 (Hecht-Pharma GmbH v Staatliches Gewerbeaufsichtsamt Lüneburg), the 

ECJ lays down some important case law. This case was about classification of a novel food as 

a medicine.  The ruling states 

 

Article 1(2)(b) of Directive 2001/83 must be interpreted as meaning that the characteristics of the 

manner in which a product is used, the extent of its distribution, its familiarity to consumers and 

the risks which its use may entail are still relevant to determining whether that product falls within 

the definition of a medicinal product by function. 

 

Interpretation. This means that it is not just the pharmacological and physiological properties of 

nicotine that matter in defining a medicine by function (definition b above) it is also how it is 

traded and used by consumers.  

Legal principle in the European Union 

The principle of proportionality 

http://curia.europa.eu/juris/liste.jsf?language=en&num=C-319/05
http://curia.europa.eu/juris/document/document.jsf;jsessionid=9ea7d0f130d5201caf8fbfdd4487ab648a7d5b562627.e34KaxiLc3eQc40LaxqMbN4Oah8Ne0?text=&docid=69867&pageIndex=0&doclang=EN&mode=lst&dir=&occ=first&part=1&cid=14641
http://curia.europa.eu/juris/liste.jsf?language=en&num=C-140/07


Behind these judgements, is the idea that burdens should be proportionate to the objectives that 

measures are intended to achieve.  The principle of proportionality is laid down in Article 5 of the 

Treaty on European Union. 

 

Under the principle of proportionality, the content and form of Union action shall not exceed what 

is necessary to achieve the objectives of the Treaties. 

 

The criteria for applying it is set out in the Protocol (No 2) on the application of the principles of 

subsidiarity and proportionality annexed to the Treaty. 

 

….Draft legislative acts shall take account of the need for any burden, whether financial or 

administrative, falling upon the Union, national governments, regional or local authorities, 

economic operators and citizens, to be minimised and commensurate with the objective to be 

achieved. 

 

Interpretation: there is an obligation on the Commission to seek the least burdensome way of 

protecting health.  This means it cannot just declare that the medicines regulatory framework 

embodied in directive 2001/83/EC can meet the health protection objectives.  It has to show that 

the much less burdensome consumer protection framework cannot meet the health protection 

objectives. It has not shown this or attempted to show it, nor has it consulted on this option.  

The principle of non-discrimination 

The principle of non-discrimination or equal treatment is widely applied by the European Court 

of Justice. The following extract from an ECJ ruling is one concise expression of the idea: (Case 

304/01 Sept 2004 para 31) 

 

...  the principle of equal treatment or non-discrimination requires that comparable situations must 

not be treated differently and that different situations must not be treated in the same way unless 

such treatment is objectively justified. 

  

Interpretation. If e-cigarettes are alternatives to smoking cigarettes, rather than to NRT, then 

any excessive regulatory burdens that are placed on e-cigarettes and not on cigarettes would 

be discriminatory if not justified on health ground, which they cannot be. Conversely, restrictions 

placed on cigarettes but not on e-cigarettes, can be justified as non-discriminatory because of 

the pronounced difference in risk. The comparison with NRT is not valid, for the reasons 

described in the introduction above, but also because NRTs are licensed with a therapeutic 

claim (ie. they are medicines by virtue of part a of the definition of a medicine in EU law, 

whereas, e-cigarettes could only be justified under part b). 

International legal provisions 

WTO - Technical Barriers to Trade 

The Agreement on Technical Barriers to Trade is part of the World Trade Organisation 

agreements.  It is conceivable that a complaint could be brought by a WTO member 

http://eur-lex.europa.eu/en/treaties/new-2-48.htm
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:C:2007:306:0150:0152:EN:PDF
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=CELEX:62001CJ0304:EN:HTML
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=CELEX:62001CJ0304:EN:HTML
http://www.wto.org/english/tratop_e/tbt_e/tbt_info_e.htm


government under this agreement if it believes its manufacturers are unfairly disadvantaged by 

the regulations. It has the following purpose in overview: 

 

Technical regulations and product standards may vary from country to country. Having many 

different regulations and standards makes life difficult for producers and exporters. If regulations 

are set arbitrarily, they could be used as an excuse for protectionism. The Agreement on 

Technical Barriers to Trade tries to ensure that regulations, standards, testing and certification 

procedures do not create unnecessary obstacles, while also providing members with the right to 

implement measures to achieve legitimate policy objectives, such as the protection of human 

health and safety, or the environment. 

 

The TBT has similar provisions to the EU Treaties – protecting trade from regulatory measures 

that exceed that needed to achieve the health objective: 

 

When is a technical regulation an unnecessary obstacle to trade? Unnecessary obstacles to trade 

can result when (i) a regulation is more restrictive than necessary to achieve a given policy 

objective, or (ii) when it does not fulfil a legitimate objective. A regulation is more restrictive than 

necessary when the objective pursued can be achieved through alternative measures which have 

less trade-restricting effects, taking account of the risks non-fulfilment of the objective would 

create. 

 

The TBT aims to reduce the degree of prescription in regulation to the minimum necessary – 

favouring regulation based on performance standards (ie. toxicity thresholds), rather than 

specification of process or product design (ie. specifying manufacturing process): 

 

Article 2.8    Wherever appropriate, Members shall specify technical regulations based on product 

requirements in terms of performance rather than design or descriptive characteristics. 

 

Interpretation. A TBT challenge should be regarded as a future vulnerability as the category 

grows and member governments seek fair treatment for their industries. The question is 

whether a high level of health protection can be attained without recourse to medicines 

regulation, which tends to be prescriptive about process, as well as product characteristics.   

The existing supply chain to Europe is currently dominated by Chinese manufacturers.  

What is the right approach to take? 

Regulation should go with the grain of reality. The proposed revision to the Tobacco Products 

Directive creates the opportunity to provide a genuine light touch regulatory framework for these 

products, working alongside standard consumer protection legislation that applies to all 

products. The overall change required to the proposal is that these products should be 

regulated as recreational consumer products with cigarettes as their main comparator, not as 

medicines for 'treatment' of smoking with NRT as the main comparator.  

 

To do this, the TPD should be revised do six things differently with respect to NCPs: 

 

http://www.wto.org/english/res_e/booksp_e/analytic_index_e/tbt_01_e.htm
http://ec.europa.eu/health/tobacco/products/revision/index_en.htm
http://ec.europa.eu/health/tobacco/products/revision/index_en.htm


1 Drop the requirement for mandatory medicine regulation, and allow this to become an 

opt-in for manufacturers who want to make a therapeutic claim or see commercial 

advantages in a medicines license; 

 

2 Remove the arbitrary  and poorly specified threshold in TPD Article 18.1 - it is not 

necessary to have a threshold, or alternatively set this at a level that captures only very 

high strength mixing liquids (>75 mg/ml nicotine density) at which point they would be 

classed as poisons (in the UK); 

 

3 Re-assert the basic framework of European consumer protection applies, and refer to or 

restate these. Member states all have legislation and institutional capacity to address 

this need. 

 

4 As necessary, create a basis for a future light touch non-medicines regulatory regime, 

for example, based on consumer protection regulation through a CE marking, 

Commission Decision or new regulation or directive specific to NCPs (following the 

approach used for cosmetics, for example) - the consumer protection tools exist outside 

medicines regulation; 

 

5 Add a meaningful mandatory label proportionate to the risk and encouraging smokers to 

switch; 

 

6 Design a proper transitional arrangement that will not destroy or drive away incumbents 

with no guarantee of adequate new entrants. The EU should not overburden small 

businesses with regulation where this is not necessary. 

 

Or design a new regulatory approach. Alternatively, remove provisions relating to ‘Nicotine 

Containing Products’ (Article 18) of the Tobacco Products Directive and give the European 

Commission a mandate to design a regulatory approach that is: proportionate and fit for 

purpose, aligned with the real-world characteristics of e-cigarettes, does not excessively 

burdensome relative to cigarettes and open to consultation so that those affected could have a 

proper opportunity to contribute to the design of a credible regulatory regime.   

 

Disclaimer: this document is provided for information and orientation and should not be 

treated as formal legal advice.  

 

Clive Bates 

London, UK  



Appendix: The garlic case - extract from ECJ judgement paragraphs 

59-71 

This is from the judgement in case C-319/05 November 2007. My commentary is included 

between paragraphs.  

 
59 The pharmacological properties of a product are the factor on the basis of which it must be ascertained, 

in the light of the potential capacities of the product, whether it may, for the purposes of the second 

subparagraph of Article 1(2) of Directive 2001/83, be administered to human beings with a view to making a 

medical diagnosis or to restoring, correcting or modifying physiological functions in human beings (HLH 

Warenvertrieb and Orthica, paragraph 52). 

 
59 highlights the relevance of the second part of the definition of a medicine - see above 

 
60 Although, as the Advocate General observed in point 58

1
 of her Opinion, that definition is broad enough 

to include products which, although they are capable of having an effect on bodily functions have in fact 

another purpose, that criterion must not lead to the classification as a medicinal product by function of 

substances which, while having an effect on the human body, do not significantly affect the metabolism and 

thus do not strictly modify the way in which it functions (Upjohn, paragraph 22). 

 
60 states that products that have an effect on the body but do not significantly affect the metabolism and affect the 

way the body function - the ‘significantly’ is arguable for e-cigarettes, certainly by reference to other recreational 

drugs. You would certainly consider a drug like morphine as having a significant effect, but nicotine would be better 

compared with caffeine.   

 
61 Contrary to the definition of medicinal product by presentation, whose broad interpretation is intended to 

protect consumers from products which do not have the effectiveness they are entitled to expect, the 

definition of medicinal product by function is designed to cover products whose pharmacological properties 

have been scientifically observed and which are genuinely designed to make a medical diagnosis or to 

restore, correct or modify physiological functions. 

 
62 Such an interpretation is in accordance with the aims of Directive 2001/83 which, as is clear from the 

second to the fifth recitals in the preamble, seeks to reconcile the aim of protection of public health with the 

principle of free movement of goods. 

 
61  states that there must be a purpose (‘genuinely designed’) to the modification of physiological functions and 62 

notes that the importance of trade-offs between public health and free movement of goods] 

 
63 Furthermore, although only the provisions of Community law specific to medicinal products apply to a 

product which satisfies the conditions for classification a medicinal product, even if it comes within the scope 

of other, less stringent Community rules (see, to that effect, Delattre, paragraph 22, Monteil and Samanni, 

                                                           
1
 Advocate General opinion  (emphasis added) 58. As Advocate General Tesauro rightly stated in Delattre, (34) the wording 

‘restoring, correcting or modifying physiological functions’ contained in the second subparagraph of Article 1(2) of Directive 2001/83 

is formulated in broad terms in order to extend to those products which, although without doubt inherently able to affect physiological 

functions, have an essentially nutritional purpose. I have already argued elsewhere that such an interpretation ultimately promotes 

neither the protection of health nor the free movement of goods. (35) Nor can that be the intention of the Community legislature. 

Concurring with the proposals made by Advocate Generals Geelhoed (36) and Tesauro, (37) I therefore take the view that the 

concept of a medicinal product by function must be interpreted restrictively. (38) Accordingly, the definition should cover only 

products with scientifically identifiable pharmacological properties. It should not be sufficient for the product merely to have 

physiological and nutritional effects. Rather, I consider that it must either be intended to prevent or treat disease, have relevant 

health risks or secondary effects which are detrimental to health, or have an excessive effect on physical functions.” (39) 

http://curia.europa.eu/juris/document/document.jsf;jsessionid=9ea7d0f130d5201caf8fbfdd4487ab648a7d5b562627.e34KaxiLc3eQc40LaxqMbN4Oah8Ne0?text=&docid=69867&pageIndex=0&doclang=EN&mode=lst&dir=&occ=first&part=1&cid=14641
http://curia.europa.eu/juris/liste.jsf?language=en&num=C-319/05
http://curia.europa.eu/juris/document/document.jsf;jsessionid=9ea7d0f130d5201caf8fbfdd4487ab648a7d5b562627.e34KaxiLc3eQc40LaxqMbN4Oah8Ne0?text=&docid=61157&pageIndex=0&doclang=en&mode=lst&dir=&occ=first&part=1&cid=14641
http://curia.europa.eu/juris/document/document.jsf;jsessionid=9ea7d0f130d5201caf8fbfdd4487ab648a7d5b562627.e34KaxiLc3eQc40LaxqMbN4Oah8Ne0?text=&docid=61157&pageIndex=0&doclang=en&mode=lst&dir=&occ=first&part=1&cid=14641
http://curia.europa.eu/juris/document/document.jsf;jsessionid=9ea7d0f130d5201caf8fbfdd4487ab648a7d5b562627.e34KaxiLc3eQc40LaxqMbN4Oah8Ne0?text=&docid=61157&pageIndex=0&doclang=en&mode=lst&dir=&occ=first&part=1&cid=14641#Footnote34
http://curia.europa.eu/juris/document/document.jsf;jsessionid=9ea7d0f130d5201caf8fbfdd4487ab648a7d5b562627.e34KaxiLc3eQc40LaxqMbN4Oah8Ne0?text=&docid=61157&pageIndex=0&doclang=en&mode=lst&dir=&occ=first&part=1&cid=14641#Footnote35
http://curia.europa.eu/juris/document/document.jsf;jsessionid=9ea7d0f130d5201caf8fbfdd4487ab648a7d5b562627.e34KaxiLc3eQc40LaxqMbN4Oah8Ne0?text=&docid=61157&pageIndex=0&doclang=en&mode=lst&dir=&occ=first&part=1&cid=14641#Footnote36
http://curia.europa.eu/juris/document/document.jsf;jsessionid=9ea7d0f130d5201caf8fbfdd4487ab648a7d5b562627.e34KaxiLc3eQc40LaxqMbN4Oah8Ne0?text=&docid=61157&pageIndex=0&doclang=en&mode=lst&dir=&occ=first&part=1&cid=14641#Footnote37
http://curia.europa.eu/juris/document/document.jsf;jsessionid=9ea7d0f130d5201caf8fbfdd4487ab648a7d5b562627.e34KaxiLc3eQc40LaxqMbN4Oah8Ne0?text=&docid=61157&pageIndex=0&doclang=en&mode=lst&dir=&occ=first&part=1&cid=14641#Footnote38
http://curia.europa.eu/juris/document/document.jsf;jsessionid=9ea7d0f130d5201caf8fbfdd4487ab648a7d5b562627.e34KaxiLc3eQc40LaxqMbN4Oah8Ne0?text=&docid=61157&pageIndex=0&doclang=en&mode=lst&dir=&occ=first&part=1&cid=14641#Footnote39


paragraph 17, Ter Voort, paragraph 19, and HLH Warenvertrieb and Orthica, paragraph 43 ), it must be 

stated, as is shown by a reading of Article 1(2) of Directive 2001/83 in conjunction with Article 2 of Directive 

2002/46, that the physiological effect is not specific to medicinal products but is also among the criteria used 

for the definition of food supplements. 

 
63 shows that not all products with physiological effect have to be classed as medicines 

 
64 In those circumstances, and in order to preserve the effectiveness of that criterion, it is not sufficient that 

product has properties beneficial to health in general, but it must strictly speaking have the function of 

treating or preventing disease. [emphasis added] 

 
64 is critical as it completes the reasoning that to be a medicines a product that has physiological effect must be 

designed to treat or prevent disease  

 
65 That statement is even more relevant in the case of products which, in addition to being food 

supplements, are recognised as having beneficial effects on health. As the Advocate General observed, in 

point 60 of her Opinion, there are many products generally recognised as foodstuffs which may also serve 

therapeutic purposes. That fact is not sufficient however to confer on them the status of medicinal product 

within the meaning of Directive 2001/83. 

 
65 shows that simply being beneficial to health is not sufficient reason to class as a medicine 

 
66 In this case, the Federal Republic of Germany does not dispute that the physiological effects that it relies 

on, essentially with respect to the prevention of arteriosclerosis, may also be obtained by ingesting 7.4 g of 

garlic as a foodstuff. It is significant in that regard that the fact that the studies on which the Federal Republic 

of Germany bases its arguments relate both to the potential effects of ingesting garlic preparations in the 

form of capsules, powders or solutions, and to the potential effects of consuming garlic in its natural state. 

 
67 It is also common ground that the disputed product does not have any additional effects as compared to 

those which derive from the consumption of garlic in its natural state and, as the Advocate General observed 

in point 62 of her Opinion, those effects should not be regarded as any greater than, or different from, those 

of other vegetable or animal products which are taken as part of the daily diet.  

 
68 In those circumstances, it must be held that the product concerned, whose effect on physiological 

functions is no more than the effects of a foodstuff consumed in a reasonable quantity may have on those 

functions, does not have a significant effect on the metabolism and cannot, therefore, be classified as a 

products capable of restoring, correcting or modifying physiological functions within the meaning of the 

second subparagraph of Article 1(2) of Directive 2001/83.  

 
66-68 are relevant by virtue of comparison to the commonplace version of the product - in this case bulbs of garlic, in 

the case of e-cigarettes, the comparison would be drawn with cigarettes.    

 
69 Finally, and contrary to the Federal Republic of Germany's submissions, the fact that ingesting the 

product concerned could give rise to risks to health is not an indication that it is pharmacologically effective. 

It is clear from the case-law that the risk to health, although it must be taken into consideration in the 

classification of a product as a medicinal product by function, is none the less an autonomous factor (HLH 

Warenvertrieb and Orthica, paragraph 53). 

 
69 clarifies that the risk of an adverse health impact is not in itself sufficient to justify medicines regulation. 

 



70 The assessment of the potential risks related to the use of the product concerned must be undertaken in 

the context of Directive 2001/83 and in the light of the principles of Community law in general. 

 
71 As the Commission has observed, the Community provisions relating to medicinal products must ensure, 

in addition to the protection of human health, the free movement of goods, so that the interpretation of the 

provisions of Directive 2001/83 in general, and the definition of medicinal products in particular, cannot result 

in obstacles to the free movement of goods which are entirely disproportionate to the pursued aim of 

protecting health. 

 
71 reiterates the importance of proportionate regulation and general idea of the free movement of goods. In other 

words, the restrictions placed on e-cigarettes must not be beyond those necessary to protect health. Given they are 

alternatives to cigarettes this is a low bar. 

 


