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Dear Committee Members, 

 

I am writing to you following the oral evidence session to the Health and Sport Committee, which I 

attended on Tuesday morning this week. May I offer our thanks, once again, for the opportunity to engage 

with the Committee on these important matters. 

 

As discussed during that session, I am able to provide some further evidence for the Committee’s 

consideration, relating specifically to three key areas: 

 

• The lack of due process during the passage of the revised Tobacco Products Directive (TPD) 

(including evidence relating to the limit of 20 mg/ml (2% w/v) for nicotine concentration; 

• Data from NHS Stop Smoking Services in England, who have been piloting the inclusion of vaping 

products in their offering to clients, together with behavioural support, and potentially also 

licensed nicotine replacement therapy products (NRT); and 

• The ASH data, to which Guy Parker from ASA referred, for clarification of the figures. 

 

TPD – Lack of Due Process 

 

1. No consultation was conducted on the actual proposals agreed in Article 20 (or Article 18, as it was 

in its previous iteration), or anything which might have resembled them at any point. The only 

public consultation relating to the inclusion of electronic cigarettes in the TPD simply asked 

whether or not such products should be included in the scope of the revisions to the TPD
1
. 

2. The recitals to the Directive make inaccurate assertions and do not provide adequate justification 

for the measures in the Directive.
2
  

3. There is no impact assessment for these proposals, even though they will regulate a multimillion 

euro industry, thousands of businesses and the choices available to millions of consumers. This 

contravenes Article 5 of the Protocol on the Application of the Principle of Sustainability and 

Proportionality
3
. 

4. The proposals were defined and finalised without adequate time for scrutiny in Member States. 

Significant amendments and extended restrictions and requirements were added in the last stages 

                                    
1 http://ec.europa.eu/health/tobacco/docs/consultation_report_en.pdf  
2 http://www.clivebates.com/?p=2446  
3 http://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:12012E/TXT&from=EN  
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of the trilogue process, when Article 18 was redrafted and considerably extended to result in Article 

20, with no scrutiny by Member States. This contravenes Article 5 of the Treaty on the Functioning 

of the European Union (TFEU), too. 

5. It is credible to suggest that Article 20 is in itself a ‘new legislative proposal’, and should have gone 

through the full ordinary legislative procedure, under Article 294 of the TFEU
4
. (The Commission 

proposal had 272 words, compared to 1,900 in the final text of Article 20. These word-counts 

exclude the recitals, which are also very lengthy.) 

 

The 20 mg/ml (2% w/v) limit on nicotine concentration 

 

The original Commission proposal
5
 recommended a limit of 4 mg/ml (0.4% w/v): 

 

“The proposal stipulates that NCP [Nicotine Containing Products, as it then was] that either 

have a nicotine level exceeding 4 mg per ml or whose intended use results in a mean 

maximum peak plasma concentration exceeding 4 ng per ml may be placed on the market 

only if they have been authorised as medicinal products on the basis of their quality, safety 

and efficacy, and with a positive risk/benefit balance. NCP with nicotine levels below this 

threshold can be sold as consumer products provided they feature an adapted health 

warning. The nicotine threashold identified in this proposal has been established by 

considering the nicotine content of medicinal products (Nicotine Replacement Therapies, 

NRTs) for smoking cessation which have already received a market authorisation under the 

medicinal products’ legislation.” [Our emphasis.] 

 

Leading scientists in the field of tobacco and e-cigarette research wrote to the EU Institutions in January 

2014 to raise their concerns about Scientific Errors in the Tobacco Products Directive
6
. Their research had 

been cited by the EU Commission, but Dr Farsalinos wrote to the Commission stating that they had 

misinterpreted his findings: 

 

“The Commission quotes Dr Farsalinos’ papers to justify the claim that 20 mg/ml of nicotine 

matches the average cigarette delivery. [...] His research instead shows that 20 mg/ml e-

liquid provides less than one-third of the nicotine delivered by one tobacco cigarette. 

50mg/ml is needed to roughly match a tobacco cigarette. All other existing studies confirm 

this. Some 20 to 30 % of electronic cigarette users use liquids above 20mg. Higher content 

liquids are typically used by the most dependent smokers, who have the highest risk of 

smoking-related damage, and who benefit most from switching to electronic cigarettes. 

Most such heavy smokers need more than 20 mg/ml to switch from smoking to vaping.” 

 

                                    
4 https://europadatenbank.iaaeu.de/user/view_legalact.php?id=360  
5 http://ec.europa.eu/health/tobacco/docs/com_2012_788_en.pdf  
6 http://www.ecigarette-research.com/web/index.php/2013-04-07-09-50-07/149-tpd-errors  
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Dr Lynne Dawkins also felt it necessary to write to the Commission, Please Do Not Distort My Words To 

Justify Your Policy
7
: 

 

“As with the research of Dr Konstantinos Farsalinos, SANCO officials have distorted my words 

and taken my statement out of context. Let me make it very clear – my research does not 

provide any justification for proposals to reduce the size of e-cigarette tanks and refill 

containers. 

 

Common sense would suggest that this would increase the risk of liquid spills as well as 

choking hazards for children as users would have to increase the number of cartridges or 

refills used each day.” 

 

Data from NHS Stop Smoking Services 

 

Louise Ross, the Manager of the NHS Stop Smoking Service in Leicester City, reported her findings at the 

Global Forum on Nicotine (GFN) in Warsaw in June 2015
8
. She reported success rates as high as 20%+ with 

added vaping. I have asked Louise to provide me with the data she reported, and she has been kind 

enough to provide it for your consideration. It is attached herewith. 

 

Professor Linda Bauld also presented at GFN
9
, and showed some very interesting data from English SSS 

reporting: 

 
 

                                    
7 http://www.clivebates.com/?p=1827  
8 https://gfn.net.co/downloads/2015/Satellite%204/Louise%20Ross.pdf  
9 https://gfn.net.co/downloads/2015/Satellite%204/Linda%20Bauld.pdf  
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I am sure the Committee will have realised that Guy Parker meant to say ’20 times safer’, rather than ‘20% 

safer’, while giving his evidence, the consensus of the literature review carried out by Public Health 

England having identified that it seems to be a reliable estimate to suggest that vaping is 95% safer than 

smoking. 

 

The ASH UK Data, as referred to by Guy Parker, ASA 

 

The ASH UK data
10

 on perceptions of harm to which Mr Parker referred confirms: 

 

“Between 2013 and 2015 there has been a change in the perception of harm from electronic 

cigarettes: 

 

•        A decrease in the number of people who don’t know whether an electronic cigarette is 

more or less harmful than a regular cigarette (from 38% in 2013 to 23% in 2015) 

•        An increase in the number of people who accurately think electronic cigarettes are less 

harmful (from 43% in 2013 to 52% in 2015) 

•        A decline among those who think they are completely harmless (from 10% in 2013 to 

2% in 2015). 

•        However, at the same time the number of people who wrongly think they are as 

harmful has increased (from 6% to 20%).” 

 

 

                                    
10 http://www.ash.org.uk/files/documents/ASH_891.pdf  
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We trust that the Committee will agree with Mr Parker (and us) that this worrying trend needs to 

be addressed, and that advertising, properly regulated (such as by the robust Rules created and 

enforced by ASA) is a useful tool for achieving this. 

 

We remain at the Committee’s disposal if we can be of any further assistance. 

 

Yours sincerely, 

 

Katherine Devlin 

President 

ECITA (EU) Ltd 
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