
Q: Borderline and novel products, 

markets and consumers, are 

regulations fit for purpose? 

A: No!
…but from a THR perspective it could have been worse 
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WHY TPD 
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o TPD II had two objectives as described in the EC’s roadmap:

- Facilitating the functioning of internal market in tobacco 

products sector: There are still differences between the 

Member States' laws and other provisions on the 

manufacture, presentation and sale of tobacco products 

which impede the functioning of the internal market.

- Ensuring a high level of public health: Smoking continues to 

be the largest single cause of preventable death and disease 

in the EU, accounting for  650 000* deaths/year.

*later adjusted to 700 000



HOW DID THE DRAFT TPD TREAT POTENTIAL REDUCED RISK PRODUCTS 

Vaping products in pharma legislation = de facto 

banned 

Novel tobacco products notification – no quality 

standards 

Other nicotine containing products (NCPs) in 

pharma legislation = de facto banned 

Snus banned, other smokeless tobacco lacks 

quality  standards 



EFFECTIVENESS OF THE PROPOSED MEASURES ACCORDING TO THE EC
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“When comparing with international experiences, it is 

assumed for the purpose of this impact assessment 

that the combination of the preferred policy options will 

lead to a reduction of consumption of around 2 %(1.7-

2.6% see figure 14 below) within a five year period after 

transposition beyond the baseline for FMCs and RYO” 

IA p.113 



SIGNIFICANT LOBBY SUPPORT FOR COMMISSION PROPOSAL 
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SOME BABY STEPS TOWARDS THR - FROM PROPOSAL (2012) TO DECISION (2014)

Vaping products in pharma legislation = de facto 

banned 

Novel tobacco products notification – no quality 

standards 

Other nicotine containing products (NCPs) in 

pharma legislation = de facto banned 

Snus banned, other smokeless tobacco lacks 

quality  standards 

Vaping products allowed in line with TPD 

requirements  

Novel tobacco products notification – no quality 

standards 

No uniform NCP regulation across the EU – can be 

either pharma or consumer product. Food legislation 

may apply depending on MS’s definition of food

Snus banned, other smokeless tobacco lacks quality  

standards 



TOBACCO HARM REDUCTION IN ACTION

7Special Eurobarometer 458

Relative low penetration of vaping products likely due to poor

national legislation (Finland) and exaugurated risk communication 



AREAS (NOT EXHAUSTIVE) WHERE TPD FAILS TOBACCO HARM REDUCTION

o Snus STILL banned 

- Imagine what could have happened if not

o Lack of uniform quality standards across the categories 

o Significant red-tape for reduced risk products

- Longer time to market for vaping products and novel tobacco products compared to tobacco 

products due to notification time

- Onerous reporting system 

- Upcoming 15 &16 implementation potential nightmare for reduced risk tobacco products 

o Nicotine containing products 

- TPD framework hampers ‘attractiveness for switching’ re nicotine content, tank size etc.  

- Different transposition for vaping products (Finland banning flavours etc.) 

- No uniform legal framework for other nicotine containing products (pharma/food/consumer 

products)
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TWO PROCESSES TO ENGAGE IN A CONSTRUCTIVE DISCUSSION ON THR

1. The midterm review 

- Midterm revision of the TPD no later than five years from 20 May 2016 (art 28) and the Commission shall 

indicate elements that should be reviewed or adapted in light of scientific and technical development 

2. The better regulation agenda 

- Due to citizens concern during 2014 European election the Commission has picked up on a wish to avoid 

‘undesirable level of EU involvement’ in peoples’ lives = the better regulation agenda 

- “Better regulation means doing different things, and also doing them better…achieving policy goals in the 

most efficient way…”:

- Secure a well functioning internal market 

- Reduce tobacco related morbidity and mortality 

- The better regulation agenda provides opportunities to engage on problematic areas via the REFIT platform:

- Actions taken to make EU law simpler, lighter, more efficient and less costly, thus contributing to a clear, 

stable, least burdensome and most predictable regulatory framework supporting growth and jobs. 

9



10

o There are political processes to engage in to advance better regulation in 

tobacco with a strong focus on Tobacco Harm Reduction

o Can we agree across the different stakeholder groups (Consumers, Public 

Health/NGO, Science, Industry and Tobacco Control (?) etc.)

o If yes, this is what we need to do: 

- Hope that the ECJ rules the ban on snus is illegal 

- Develop a pragmatic evidence based regulatory framework based on 

consumer safety, supported by Public Health that incentivizes consumers 

to switch and industry to deliver significantly less harmful products



IF THEY CAN PUT A MAN ON THE MOON…
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