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Dear MEP Schlyter, 
  

We
[1]

  have  recently  been  in  contact  with  you  to  introduce  our  position  on  Article  18  of  TPD2  which
addresses  regulation of electronic  cigarettes. We understand  there are  still a number of questions  in  the
European Parliament around how best this can be achieved.   
  
While we  agree  that our product does  require  EU  regulation which  focuses on  the  safety  and quality of
electronic cigarettes, merely applying Directive 2001/83/EC, as suggested  in the current TPD2 draft, would
be  inappropriate  and  would  neither  provide  for  proper  nor  for  proportionate  regulation  of  electronic
cigarettes.  We  therefore  suggest  that  the  European  Parliament  require  the  European  Commission  to
consider this product in more detail, conducting a full impact assessment and stakeholder consultation and
to then propose the best course of action. In the interim period, we note that our products are subject to all
EU consumer protection, safety and other relevant legislation and as such must be supplied in the EU on that
basis. 
  
In order  to provide  you with  the necessary  information and  justification  to  refer  this matter back  to  the
European Commission, we have taken the time to produce a deeper analysis (in annex) of why a separate
regulatory framework for electronic cigarettes is required.   
  
In  addition,  we  are  also  attaching  a  set  of  guiding  principles,  which  are  supported  by  other  industry
representatives as the basis of any future regulatory framework for electronic cigarettes. 
  
We would be grateful if you could take the time to read our analysis. Please do not hesitate to let us know if
you need any further clarifications. 
  
With kind regards, 
  
Maria Cohn 
On behalf of Bo Ekberg 
Senior Vice President International, NJOY Innovations Ltd. 
  
  
[1]

 NJOY Innovations Ltd. is a UK‐based electronic cigarette company established in 2012. Its parent company NJOY Inc.
is  the  market  leader  in  electronic  cigarettes  in  the  US.  NJOY  produces  electronic  cigarettes,  which  are  marketed
exclusively to adult, committed smokers. 
  
  
  
Maria Cohn 
Consultant 
M +32 489 334 317 



  

Page 1 of 7 

Regulation of Electronic Cigarettes 
 
 

Introduction 
 
NJOY has prepared this brief on the regulation of electronic cigarettes in advance of the ENVI workshop 
on Tuesday 7 May to discuss the proposals in Article 18 of TPD2. NJOY Innovations Ltd is a UK-based 
electronic cigarette company established in 2012. Its parent company NJOY Inc is the market leader in 
electronic cigarettes in the US. NJOY produces electronic cigarettes, which are marketed exclusively to 
adult, committed smokers. 
 

Proposition 
 
There is a need to regulate the quality and safety of electronic cigarettes, but in a way which allows them 
effectively to compete with traditional cigarettes as less harmful alternatives. Simple application of 
pharmaceutical legislation such as proposed by Article 18 of TPD2 would enhance the competitive 
position of traditional cigarettes. NJOY suggests here a separate regulatory framework focusing on the 
safety and quality of electronic cigarettes, whilst still allowing them effectively to compete with 
traditional cigarettes. 
 

A less harmful alternative 
 
Electronic cigarettes provide a less harmful alternative to smoking cigarettes. This view is increasingly 
supported, including by such organisations as ASH (Action on Smoking and Health)1; the American 
Council on Science and Health (ACSH)2; the UK Royal College of Physicians3; and the UK’s National 
Institute for Health and Care Excellence4.    
 

Used by committed smokers 
 
Electronic cigarettes appeal to committed smokers who have been unable or unwilling to quit smoking 
using traditional nicotine replacement therapy products. Electronic cigarettes do not act as gateway 
products for nicotine use5, and there is no evidence that they cause nicotine addiction among never-
smokers or never-users of tobacco.6  
 
Committed adult smokers are switching to electronic cigarettes in increasing numbers because they 
deliver vaporised nicotine in a manner that replicates the hand-to-mouth and other rituals of smoking. 

                                                
1
 “e-cigarettes, properly regulated to ensure safety and efficacy, should be made available as part of a harm reduction approach 

to tobacco”: ASH briefing, Jan 2013.  
2
 “Informing smokers about e-cigarettes and increasing access to these products is a good way to save millions of lives” Dr 

Gilbert Ross, Executive Director ACSH: http://www.american.com/archive/2012/november/the-deadly-crusade-against-e-
cigarettes  
3
 “If all the smokers in Britain stopped smoking cigarettes and started smoking e-cigarettes we would save 5 million deaths in 

people who are alive today.  It’s a massive potential public health prize” Prof John Britton, Leader of Tobacco Advisory Group, 
Royal College of Physicians: http://www.bbc.co.uk/news/uk-21406540  
4
 NICE’s draft guidance to health professions is “Tell people that some nicotine-containing products (for example, electronic 

cigarettes) are currently not regulated by the MHRA and therefore their safety and quality cannot be assured. However, tell 
them that these products are likely to be less harmful than cigarettes.” NICE Public Health Draft Guidance, Tobacco: harm-
reduction approaches to smoking http://www.nice.org.uk/nicemedia/live/13018/61198/61198.pdf  
5
 Studies in the UK and Poland suggest that only a negligible number of non-smokers regularly use the product (Dockrell M, 

Morrison R & McNeill A. E-cigarettes: Prevalence and attitudes in Great Britain. Nicotine & Tobacco Research In press; and 
Goniewicz ML, Zielinska-Danch W. Electronic cigarette use among teenagers and young adults in Poland. Pediatrics 2012; 130: 
e879-85) 
6
 Jean-Francois Etter, Electronic Cigarette: An Alternative to Tobacco? (2012), 46.  

http://www.american.com/archive/2012/november/the-deadly-crusade-against-e-cigarettes
http://www.american.com/archive/2012/november/the-deadly-crusade-against-e-cigarettes
http://www.bbc.co.uk/news/uk-21406540
http://www.nice.org.uk/nicemedia/live/13018/61198/61198.pdf
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But electronic cigarettes do not contain or combust tobacco, or deliver the toxic and carcinogenic 
products associated with tobacco cigarette smoking.  
 

Competition with traditional cigarettes 
 
Electronic cigarettes are not marketed to compete with nicotine replacement therapy products, and 
make no similar smoking cessation claims. They compete with traditional cigarettes. To do so effectively, 
they must be available in the same retail outlets as traditional cigarettes and must be satisfying for 
committed adult smokers.  
 

Regulation needed which does not prevent competition with traditional cigarettes 
 
Notwithstanding the potential benefits of electronic cigarettes as a less harmful alternative to traditional 
cigarettes, there should be appropriate regulation of their safety and quality. Whilst application of the 
General Consumer Products Directive may be insufficient, the level of regulation needs to be appropriate 
for the product, recognising its characteristics and market position.  
 
Electronic cigarettes are neither medicines nor tobacco (and may use nicotine from various sources). The 
application of full pharmaceutical regulation to electronic cigarettes would give a competitive advantage 
to traditional cigarettes: 

 The regulatory costs faced by manufacturers of less harmful electronic cigarettes to bring their 
products to market would be much greater than those of traditional cigarettes. 

 Electronic cigarettes would face regulatory delays, reducing their manufacturers’ ability to 
innovate to maximise their competitive position against traditional cigarettes.  

 Some EU Member States restrict sales of approved medicines to specific retail outlets preventing 
electronic cigarettes competing with traditional cigarettes at the point of sale.  

 

A separate regulatory framework is required  
 
1. Safety and quality 
 
A more proportionate form of regulation is required, focusing on the safety and quality of electronic 
cigarettes, whilst still allowing them effectively to compete with traditional cigarettes.  
 
Electronic cigarettes should be subject to a special, simplified registration procedure (compared with 
medicinal products) where no specific therapeutic indication appears on the labelling of the product or in 
any information relating to it.7 [Similar products may carry one or more therapeutic indications if they 
are approved under the pharmaceutical directive.] 
 
The special, simplified registration procedure should ensure the application of appropriate standards in 
relation to: 

 The safety and quality of the product in respect of good manufacturing practice, purity and 
quantity of ingredients, and nicotine delivery; and the integrity of the device to prevent nicotine 
leakage and contact with the skin during normal use.  

 The packaging of the product in respect of its integrity, including child proof packaging where 
electronic cigarettes are marketed in component form; and information to users including listing 
of ingredients and their quantities, and advice on appropriate usage and disposal.  

 

                                                
7
 Much of this wording is taken from the Homeopathic Directive 92/73/EEC, which may provide a model for electronic cigarettes 

in some part.  
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In all cases, the standards applied should be less onerous than those applied in the regulation of 
medicinal products given the different nature of electronic cigarettes. Proof of efficacy should not be 
required in the absence of claimed or approved therapeutic indications.  
 
These provisions could be introduced as an amendment to the pharmaceutical directive or be a separate 
free standing directive. However, registration should not be as a medicinal product or under legislation 
which would limit the sale of electronic cigarettes to pharmacies or specific retail outlets where Member 
States apply such limitations to the provision or sale of those products.  
 
2. Protection of minors and non-smokers proposed 
 
Regulation of the safety and quality of electronic cigarettes is insufficient on its own. Regulation should 
also provide for a ban on sales to minors.  
 
This could be supported by a tough code of conduct for the industry, which should include an agreement 
on how to prevent electronic cigarettes being marketed or sold to minors.   
 

Conclusion 
 
Amendments to the draft TPD2 to give effect to these principles are at Annex.  
 
 
 
 
 
 
 
06 May 2013 
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Annex 
 
Proposed amendments to TPD2 
 
 

TPD2 proposal Suggested 
amendment 

Article 18  - Nicotine-containing products 
1. The following nicotine-containing products may only be placed on the market if they 
were authorised pursuant to Directive 2001/83/EC: 
(a) products with a nicotine level exceeding 2 mg per unit, or 
(b) products with a nicotine concentration exceeding 4 mg per ml or 
(c) products whose intended use results in a mean maximum peak plasma 
concentration exceeding 4 ng of nicotine per ml. 
 
2. The Commission shall be empowered to adopt delegated acts in accordance with 
Article 22 to update the nicotine quantities set out in paragraph taking into account 
scientific developments and marketing authorisations granted to nicotine- containing 
products pursuant to Directive 2001/83/EC. 
 

Delete 

 
Justification: Further analysis and a full impact assessment are needed before making electronic 
cigarettes subject to a regulation that has not been designed to regulate what are non-medicinal, 
smoking alternative products. Merely applying the pharmaceutical regulatory regime to electronic 
cigarettes, which are seen and used as smoking alternative products in the vast majority of EU Member 
States, would be inappropriate and does not necessarily provide the adequate framework to regulate this 
product.  Moreover, applying these rules to electronic cigarettes without first assessing regulatory 
requirements could effectively restrict or remove the product from the market – despite the enormously 
helpful role they seem to be playing as part of an overall harm reduction strategy.   
 
 

TPD2 proposal Suggested amendment 

Article 18  - Nicotine-containing products 
3. Each unit packet and any outside packaging of 
nicotine-containing products below the thresholds set 
out in paragraph 1 shall carry the following health 
warning: This product contains nicotine and can damage 
your health. 
 

1. Each unit packet and any outside 
packaging of nicotine-containing products 
shall carry the following information: This 
product contains nicotine which is addictive.  

 
Justification:  Nicotine is a proven and comparatively safe drug that has been used for many years. 
Addiction is its major negative effect, which should be highlighted. There is a growing weight of evidence 
that the use of electronic cigarettes is less harmful that smoking traditional tobacco cigarettes and their 
risks should not be equated. Electronic cigarettes provide an alternative for smokers unwilling or unable 
to quit.  
 
 

TPD2 proposal Suggested amendment 

Article 18  - Nicotine-containing products 
4. The health warning referred to in paragraph 3 
shall comply with the requirements specified in 

2. The health warning referred to in paragraph 1 
shall comply with the requirements specified in 
Article 10(4)(a) and (b). In addition, it shall: 
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Article 10(4). In addition, it shall: 
(a) be printed on the two largest surfaces of the 
unit packet and any outside packaging; 
(b) cover 30 % of the external area of the 
corresponding surface of the unit packet and any 
outside packaging. That proportion shall be 
increased to 32 % for Member States with two 
official languages and 35 % for Member States with 
three official languages. 
 

(a) be printed on one of the two largest surfaces of 
the unit packet and any outside packaging; 
(b) cover 10 % of the external area of the 
corresponding surface of the unit packet and any 
outside packaging. That proportion shall be 
increased to 12 % for Member States with two 
official languages and 15 % for Member States 
with three official languages. 

 
Justification: Warnings and health information should be in proportion to risk, and these products are of 
low risk.   
 
 

TPD2 proposal Suggested amendment 

Article 18  - Nicotine-containing 
products 
5. The Commission shall be 
empowered to adopt delegated acts 
in accordance with Article 22 to adapt 
the requirements in paragraphs 3 and 
4 taking into account scientific and 
market developments and to adopt 
and adapt the position, format, 
layout, design and rotation of the 
health warnings. 

3. The European Commission shall by 1 April 2017 conduct a 
study and a full impact assessment to determine the most 
appropriate regulation of electronic cigarettes and, if shown to 
be appropriate by that assessment, propose a special, simplified 
registration procedure (compared to the provisions of Directive 
2001/83/EC of the European Parliament and of the Council of 6 
November 2001 on the Community code relating to medicinal 
products for human use) where no specific therapeutic 
indication appears on the labelling of the product or in any 
information relating to it ensure the application of appropriate 
standards in relation to: 
 The safety and quality of the product in respect of good 

manufacturing practice, purity and quantity of ingredients, 
and nicotine delivery; and the integrity of the device to 
prevent nicotine leakage and contact with the skin during 
normal use.  

 The packaging of the product in respect of its integrity, 
including child proof packaging where electronic cigarettes 
are marketed in component form; and information to users 
including listing of ingredients and their quantities, and 
advice on appropriate usage and disposal.  

 

 
Justification: Further analysis and a full impact assessment are needed before making electronic 
cigarettes subject to a regulation that has not been designed to regulate what are non-medicinal, 
smoking alternative products. Merely applying the pharmaceutical regulatory regime to electronic 
cigarettes, which are seen and used as smoking alternative products in the vast majority of EU Member 
States, would be inappropriate and does not necessarily provide the adequate framework to regulate this 
product.  Moreover, applying these rules to electronic cigarettes without first assessing regulatory 
requirements could effectively restrict or remove the product from the market – despite the enormously 
helpful role they seem to be playing as part of an overall harm reduction strategy. The review could be 
carried out as a free-standing review or as part of the Commission’s proposed review of pharmaceutical 
legislation.  
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TPD2 proposal Suggested amendment 

Article 26 – Transitional provision 
Member States may allow the following products, which 
are not in compliance with this Directive, to be placed on 
the market until [Publications Office, please insert the 
exact date: 
entry into force + 24 months]: 
(a) tobacco products; 
(b) nicotine containing products below the threshold set 
out in Article 18(1); 
(c) herbal products for smoking. 

Member States may allow the following 
products, which are not in compliance with 
this  
Directive, to be placed on the market until 
[Publications Office, please insert the exact 
date: entry into force + 24 months]:  
(a) tobacco products; 
(b) nicotine-containing products;  
(c) herbal products for smoking. 

 
Justification: Member states should apply the body of existing consumer and safety regulation to 
nicotine containing products pending the Commission review to be completed by April 2017.  
 

 

TPD2 proposal Suggested amendment 

Recital 34 
Directive 2001/83/EC of the European Parliament 
and of the Council of 6 November 2001 on the 
Community code relating to medicinal products for 
human use provides a legal framework to assess the 
quality, safety and efficacy of medicinal products 
including nicotine containing products. A significant 
number of nicotine-containing products were 
already authorised under this regulatory regime. The 
authorisation takes into account the nicotine 
content of the product in question. Subjecting all 
nicotine-containing products, whose nicotine 
content equals or exceeds the content of a nicotine 
containing product previously authorised under 
Directive 2001/83/EC, to the same legal framework 
clarifies the legal situation, levels out differences 
between national legislations, ensures equal 
treatment of all nicotine containing products usable 
for smoking cessation purposes and creates 
incentives for research and innovation in smoking 
cessation. This should be without prejudice to the 
application of Directive 2001/83/EC to other 
products covered by this Directive if the conditions 
set by Directive 2001/83/EC are fulfilled. 

Recital 34 
Directive 2001/83/EC of the European Parliament 
and of the Council of 6 November 2001 on the 
Community code relating to medicinal products 
for human use provides a legal framework to 
assess the quality, safety and efficacy of 
medicinal products including nicotine containing 
products. Considering that a significant number 
of nicotine-containing products which are 
marketed as approved for specific therapeutic 
indication(s) are already authorised under this 
regulatory regime, the European Commission 
shall conduct a study and a full impact 
assessment to determine the most appropriate 
regulation of electronic cigarettes where no 
specific therapeutic indication appears on the 
labelling of the product or in any information 
relating to it.  

 
Justification: The current pharmaceutical legislation was designed for medicinal products that are 
intended to be effective in the treatment of disease which, in this context, means the “curing” of a 
smoker’s nicotine addiction through a progressive weaning from nicotine. Electronic cigarettes are not 
medicinal, and instead are an alternative product for those who cannot or do not wish to quit smoking.  
Subjecting all nicotine-containing products to a medicinal regime without first conducting a detailed 
impact assessment could effectively, yet unnecessarily, restrict or remove the product from the market. If 
these products are removed from the market at the same time that existing tobacco products are left on 
the market, committed adult smokers may return to the consumption of tobacco cigarettes, with all of 
the risks that entails.  The study called for could be free-standing or part of the proposed revision of the 
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EU Pharma Package in two years’ time. This would give legislators time properly to rectify this and 
determine an appropriate framework for the regulation of electronic cigarettes. 
 
 

TPD2 proposal Suggested amendment 

Recital 35 
Labeling provisions should be introduced for nicotine 
containing products below the threshold set out in 
this Directive drawing the attention of consumers to 
potential health risks.  

Recital 35 
Labelling provisions should be introduced for 
nicotine containing products drawing the 
attention of consumers to the addictive nature of 
nicotine. 

 
Justification:  Nicotine is a proven and comparatively safe drug that has been used for many years. 
Addiction is its major negative effect, which should be highlighted. There is a growing weight of evidence 
that the use of electronic cigarettes is less harmful that smoking traditional tobacco cigarettes and their 
risks should not be equated. Electronic cigarettes provide an alternative for smokers unwilling or unable 
to quit.  
 
 



  
Policy Action SPRL 
Rue du Trône 60 | 1st floor | Brussels 1050 | Belgium 
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[1]
 NJOY Innovations Ltd. is a UK‐based electronic cigarette company established in 2012. Its parent company NJOY Inc.

is  the market  leader  in  electronic  cigarettes  in  the  US.  NJOY  produces  electronic  cigarettes,  which  are marketed
exclusively to adult, committed smokers. 
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Regulation of electronic cigarettes  
-Guiding principles- 

 
 
We believe the following guiding principles should be the basis of any future regulatory 
framework for electronic cigarettes: 
  

1. Electronic cigarettes shall not carry any claims that they are a smoking cessation aid 
unless they have authorisation to do so under the relevant legislation. 

  
2. All electronic cigarette products must comply with all relevant national and EU 

legislation, rules & regulations relating to product quality and safety; electronic 
cigarette products that do not make medicinal claims are not medicinal products 
and they are not tobacco products. We acknowledge the need for harmonised 
regulation of the quality and safety of electronic cigarettes that allows them to 
compete with cigarettes across the EU and would like the Commission to review that 
need and propose further specific and proportionate legislation. 
 

3. All electronic cigarette products shall carry an appropriate health message and the 
sale of electronic cigarettes shall be restricted to adults and/or those over the legal 
age for smoking. 

  
We support amendments to the EU Tobacco Products Directive guided by these principles. 
  
NJOY Innovations Ltd 
 
 
 
 

6 May 2013 



NJoy Innovations Ltd., 100 New Bridge Street, EC4V 6JA London, +44(0)7428 600 418,  BO@NJOY.COM 

 
 

 

 

 

 

 

 

 

 

BO EKBERG 

SENIOR VICE PRESIDENT INTERNATIONAL 
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MEP Carl Schlyter 

European Parliament 

Rue Wiertz 

Altiero Spinelli 08G115 

B-1047 Brussels 

 

Brussels, 6 May 2013 

 

 

Dear MEP Carl Schlyter, 

 

We
1
 have recently been in contact with you to introduce our position on Article 18 of TPD II which 

addresses regulation of electronic cigarettes. We understand there are still a number of questions in the 

European Parliament around how best this can be achieved.   

 

While we agree that our product does require EU regulation which focuses on the safety and quality of 

electronic cigarettes, merely applying Directive 2001/83/EC, as suggested in the current TPDII draft, would 

be inappropriate and would neither provide for proper nor for proportionate regulation of electronic 

cigarettes. We therefore suggest that the European Parliament require the European Commission to 

consider this product in more detail, conducting a full impact assessment and stakeholder consultation and 

to then propose the best course of action. In the interim period, we note that our products are subject to all 

EU consumer protection, safety and other relevant legislation and as such must be supplied in the EU on 

that basis. 

 

In order to provide you with the necessary information and justification to refer this matter back to the 

European Commission, we have taken the time to produce a deeper analysis (in annex) of why a separate 

regulatory framework for electronic cigarettes is required.   

 

We would be grateful if you could take the time to read our analysis. Please do not hesitate to let us know if 

you need any further clarifications. 

 

With kind regards, 

 

 
Bo Ekberg  

                                                 
1
 NJOY Innovations Ltd. is a UK-based electronic cigarette company established in 2012. Its parent 

company NJOY Inc. is the market leader in electronic cigarettes in the US. NJOY produces electronic 

cigarettes, which are marketed exclusively to adult, committed smokers. 
 


