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Public Health (Tobacco Products and Nicotine Inhaling Products) Bill 2019

 
8 June 2021 

 
The Health Products Regulatory Authority is the regulator of medicines, medical devices and 
other health products in Ireland. In the general context of this proposed Bill and its scrutiny by 
the Joint Committee on Health, the Authority is responsible for the authorisation and 
monitoring of products on the market used in tobacco cessation programmes. These include a 
range of nicotine replacement therapy products and other non-nicotine-containing medicines. 
 
As a public health agency in Ireland, the Authority supports the strict control of tobacco and 
nicotine-containing products and the aims and objectives of this bill.  
 
The proposed new licensing system for the retail sale of nicotine-inhaling products (HEAD 10) 
and the proposed prohibition of the sale of nicotine inhaling products to persons under the age 
of 18 (HEAD 18) are especially welcome with respect to the public health imperative to reduce 
the health risk to Irish consumers from tobacco and related products. 
 
The exempting of medicines and medical devices from the requirements of the bill are noted 
and agreed (HEAD 3).  

 The definition of medicines in HEAD 2 is correct.  
 The definition of medical devices in HEAD 2 refers to Directive 93/42/EEC of 14 June 

1993 and Directive 98/79/EEC of 27 October 1998. In relation to these references: 
o Directive 93/42/EEC is now replaced by Regulation (EU) 2017/745 of 5 May 2017 

as the Regulation is applicable from 25 May 2021. Both the directive and the 
regulation need to be referred to as legacy medical devices will still be subject to 
the Directive for some time afterwards. 

o Directive 98/79/EEC covers in vitro diagnostic tests. This reference can be deleted 
as these tests do not overlap in any way with tobacco and nicotine-inhaling 
products.  

 
We understand that the quality and safety requirements for nicotine-inhaling products are 
included in the European Union (Manufacture, Presentation and Sale of Tobacco and Related 
Products) Regulations 2016. Our assumption is that these requirements are linked to the 
licensing scheme by virtue of HEAD 9, sub-heads 3 and 4, but query if the reference to ‘subject 
to the restrictions on tobacco products as set out in tobacco control legislation’ is sufficiently 
specific in relation to nicotine-inhaling products. 
 
As a general comment, the long-term safety of nicotine-inhaling products is yet to be 
determined. We consider it important that the legal framework for the licensing and sale of such 
products should keep pace with emerging evidence in relation to their usefulness or otherwise 
in smoking cessation programmes and in relation to their safety profile. 
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