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Regulation of nicotine-containing products – electronic cigarettes: update 

The European Parliament has voted by majority, not to support the proposal to regulate electronic 

cigarettes as medicines, although they did support the regulation of products that claim to assist the 

cessation of smoking, according to the Medicines and Healthcare products Regulatory Agency (MHRA). 

The vote, which took place on 8 October 2013, is the first step in the legislation process, and further 

negotiations will now occur.  

The MHRA remains of the opinion that regulation of all nicotine-containing products (NCPs) is the best 

way to benefit public health. Manufacturers will be encouraged by the MHRA to apply for licences for 

their products to show that they satisfy standards of safety, quality and efficacy. Licences would also 

allow such products to be supplied on prescriptions in line with National Institute for Health and Care 

Excellence (NICE) public health guidance on reducing the harms of smoking. 

Further information and guidance will be published when this becomes available. 

 

Below is the NPA information that was published in June 2013, following the MHRA announcement to 

regulate nicotine-containing products from 2016: 

All NCPs, such as electronic cigarettes, are to be regulated as medicines by the MHRA from 2016, the UK 

government has decided. This announcement ties in with the current public health priorities of reducing 

the harm associated with smoking.  

Currently electronic cigarettes, also known as e-cigarettes, are only regulated as consumer products in 

the UK. They are not currently licensed medicinal products, therefore cannot be recommended as a safe 

and effective aid to support smoking cessation. The MHRA do not want to ban these products as people 

who smoke have found them to be useful in cutting down or stopping smoking. By regulating these 

products they are working towards having safe, effective and quality-assured products. By 2016, when 

European legislation comes into force into the UK, any NCPs which are not licensed will not allowed to 

be sold. Further detail and guidance is available below. 

NICE has issued guidance entitled, “Smoking: tobacco harm reduction” which recommends that licensed 

NCPs such as patches or oral and inhaled formulations should be offered to people who smoke and wish 

to reduce their cigarette consumption as well as those planning to stop completely. NICE has suggested 

that starting licensed nicotine-replacement therapy (NRT) as a first step to reducing the number of 

cigarettes that a patient smokes, prior to actually quitting smoking, may improve the success rate in 

some patients. Smokers who use NRT are more likely to quit smoking than those who try to do so 

without NRT. The guidance does not recommend the use of electronic cigarettes as they are not 

currently licensed. Professor Kelly, Director of Public Health at NICE, said “This guidance is about 

licensed products. There are no guaranties at present of the safety, efficacy and quality of e-cigarettes. 

We don’t know what else is in them”. 
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The MHRA has announced that there are a number of NCPs in the UK market, such as e-cigarettes, 

which are not licensed but remain widely available. The Commission on Human Medicines (CHM) and its 

expert group has concluded that “NCPs currently on the market do not meet appropriate standards of 

safety, quality and efficacy’” and that “Testing data confirm that nicotine levels can vary considerably 

from the labelled content and the amount of nicotine per product can differ from batch to batch”. 

Additionally, following review of the scientific and market research coordinated by the MHRA, the CHM 

has stated “There is insufficient evidence to suggest that electronic cigarettes as currently marketed are 

safe or effective for their intended use”. Licensing NCPs as medicines will enable people to access safe 

and effective products.   

The UK government will work with European Union law to create a Europe-wide legal position on NCPs 

licensed as medicines through the revision of the Tobacco Products Directive. The European Commission 

expects this legislation to be adopted by 2014 with the new legislation governing the regulation of NCPs 

coming into effect in the UK from 2016. From this point all NCPs will require a medicines licence. Once 

licensed, NCPs including electronic cigarettes will be available as over-the-counter medicines for health 

practioners to recommend. Prior to the law coming into place, manufacturers of the unregulated NCPs 

which are on the market are encouraged to apply for a licence.  

The NPA would like to remind members of the risks associated with selling NCPs that are currently not 

licensed and have no proven efficacy or safety data.  

The General Pharmaceutical Council (GPhC) Standards of conduct, ethics and performance 1.1 states 

“You must make sure the services you provide are safe and of acceptable quality”, and Standards for 

registered pharmacies 4.3 states “Medicines and medical devices are...safe and fit for purpose”. 

Pharmacists must be satisfied that they are operating and complying within all of the GPhC standards. 

The Medicines, Ethics and Practice guide (MEP36) issued by the Royal Pharmaceutical Society outlines 

the issues concerning supply of electronic cigarettes and states:  

 

“While these products remain unregulated, there is a gap in scientific evidence in terms of quality, safety 

and efficacy compared with medicinal products and devices, and the Royal Pharmaceutical Society 

therefore does not endorse the use of electronic cigarettes as a form of treatment. 

The involvement of community pharmacists and pharmacy staff in the sale of these articles alongside 

licensed NRT may provide a mistaken impression of legitimacy that electronic cigarettes are equivalent 

to proven medicinal products or medical devices when they are not. 

This, together with the gap in evidence, could mean that sales by pharmacists are not in patients’ best 

interests.” 

 

Pharmacists should carefully consider their professional position before selling, or providing advice on 

such products especially when a number of licensed NCPs are already available and recommended 

under current NICE guidance. Pharmacists who are contemplating selling electronic cigarettes are 

advised to contact NPA insurance or their own indemnity insurance provider. 
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For further information on this, or any other query, please contact NPA Pharmacy Services on 01727 891 

800 / 0844 736 4201 or email pharmacyservices@npa.co.uk. 

Updated by NPA Pharmacy Services October 2013. 

New references 

http://www.mhra.gov.uk/NewsCentre/CON322753 
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