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In the EU, more than 10% have at least tried e-cigarettes
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https://europa.eu/eurobarometer/surveys/detail/2240

Respondents in Ireland (29%), Estonia (25%) and France and the UK (both 22%) are the
most likely to have at least tried e-cigarettes
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Tobacco control in the #EUCancerPlan

Creating a where less than 5% of the population uses tobacco by 2040, compared
to around 25% today.

27% OF ALL CANCERS ARE ATTRIBUTED
TO TOBACCO USE

Create a ‘Tobacco Free Generation’ by reviewing

(1) Tobacco Products Directive;
(2) Tobacco Taxation Directive;
LET'S CREATE A (3) the legal framework on cross border purchases of tobacco by private 2021-2025
‘TOBACCO-FREE GENERATION’ individuals in view of legislative proposals;
RERE LELSJSSETSH?EBFAZEOOEJZEZ:?PULATION (4) Update the Council Recommendation on Smoke-Free Environments;
N (5) Support Member States in full implementation of the WHO Framework
#EUCancerPlan #HealthUnion = S Convention on Tobacco Control.

This includes working in full transparency towards and a , using existing
, extending , extending
coverage to , such as e-cigarettes and heated tobacco products but also to include , and

m European
Commission



Europe's Beating Cancer Plan:

Updated version
January 2022

SAVING LIVES THROUGH SUSTAINABLE CANCER PREVENTION

PROGRESS INDICATOR(S)

ACTION

ACHIEVING A TOBACCO-FREE EUROPE
Tobacco-free generation

TPD application : : .
report; SCHEER : + Impact Assessment !
i fT P ! ' ' '
gl:-"-' i obacco Products opinion on ) Evaluation ! Impact Assessment . Commission | Commission proposal adopted in 2024
rective (TPD) | ' ‘ :
e-cigarettes; :' : ': proposal
Eurobarometer : '

Europe’s Beating Cancer Plan: Implementation roadmap is available here.
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https://ec.europa.eu/health/system/files/2022-01/2021-2025_cancer-roadmap1_en_0.pdf

Europe's Beating Cancer Plan:

Updated version
January 2022

SAVING LIVES THROUGH SUSTAINABLE CANCER PREVENTION

ACTION PROGRESS INDICATOR(S)
Review of Tobacco Taxation : Commission : : : o ;
Directive Impact Assessment proposal Commission proposal adopted in 2022
Review of legal framework :
on cross border purchases : Commission . ;
of tobacco by private Impact Assessment : proposal Commission proposal adopted in 2022
individuals
Update Council : :

W I i i I i i
Recommendation on smoke- | Preparatory Phase . Stalte:;;ir“ﬁmtact : Enr?am 5':]" 5 5 Commission proposal adopted in 2023
free environments g : propos : '
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Europe's Beating Cancer Plan:

Updated version
January 2022

SAVING LIVES THROUGH SUSTAINABLE CANCER PREVENTION

ACTION PROGRESS INDICATOR(S)
Discussions in Expert Group on Tobacco Control and its subgroups; Ad-hoc support to the Member States; Number of meetings; Number of support measures
¢ Compliance checks. !
. Commission report |
on substantial . ; :
change of ] i Expansion of the | ; . e
Enforcement of EU laws and ' circumstances; | ' Trackand Trace ' Full compliance with Tuhal:cP Products Dlrectn.fe. ﬂepun
Compliance checks ! ; ; : on substantial change of circumstances published in
full implementation of the : Application of . system to other 2022: Track and T R in 2024
Framework Convention on | substantial change ! | tobacco products | : Track and Trace system expanded i
Tobacco Control (FCTC) . of crcumstances | : 3
clause if
established
Cooperation on tobacco control between interested Member States and Commission . . ; .
3 R f A 4
strengthened via Joint Action on Tobacco Control 2 : L e e T
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Tobacco Products Directive (TPD)

Art. 28 requires the Commission to submit to the
European Parliament, the Council and the
Committees the report after five years of the
Directive’s application. The Commission was
mandated to pay special attention to i.a.:

* uSe patterns

 role of these products for the initiation of
consumption of such products by young people
and non-smokers; and

e the impact of such products on cessation efforts,
including the role of dual use, flavours

The report on the application of the Directive examined the
progress achieved so far, while describing the Directive’'s
strengths and weaknesses and indicating elements requiring
adaptation. It was supported by:

» Support study to the report on the application of the
Directive;

e study on Consumer_ preference and perception of
specific cateqories of tobacco and related products;

« SCHEER'’s Opinion on electronic cigarettes,

e the most recent Eurobarometer survey (506 Special
Eurobarometer on attitudes of Europeans towards
tobacco and electronic cigarettes); and

e Joint Action on_ Tobacco Control facilitating MSs
collaboration on the TPD application.
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https://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1621500846386&uri=COM%3A2021%3A249%3AFIN
https://op.europa.eu/publication/manifestation_identifier/PUB_EW0221633ENN
https://op.europa.eu/en/publication-detail/-/publication/c6378b33-b8a7-11eb-8aca-01aa75ed71a1
https://ec.europa.eu/health/sites/default/files/scientific_committees/scheer/docs/scheer_o_017.pdf
https://europa.eu/eurobarometer/surveys/detail/2240
https://jaotc.eu/

Application Report findings:

10

Flavours strongly influence young people by decreasing harm perception and increasing
the will to try. Member States are increasingly banning flavours for e-cigarettes.

[ |
The SCHEER opinion underlined the health consequences and the important role e- o
cigarettes play in smoking initiation & gateway to tobacco products.
It should be explored whether some provisions could be further developed or clarified, such -

as: tank size or labelling requirements; use of flavours; nicotine-free liquids; and
advertising provisions.

In the future, insofar as e-cigarettes are presented as smoking cessation aids, their Cessation Aids

regulation should follow the pharmaceutical legislation. (mEdiﬁLﬁLﬁrﬁgg;ts el

Recreational Use

(Tobacco Products
Directive)
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Findings of the scientific
opinion on E-cigarettes

Scientific Committee on Health, Environmental and Emerging Risks
(SCHEER)



Introduction

Objectives: the opinion aimed to address the role of electronic cigarettes, focusing into potential impacts
on the EU context, in relation to:

1. their use and adverse health effects (i.e. short- and long-term effects), risks associated with their
technical design and chemical composition (e.g. number and levels of toxicants) and with the existing
EU regulatory framework (e.g. nicotine concentration and limits).

2. their role as a gateway to smoking/the initiation of smoking (particularly focusing on young people).

3. their role in cessation of traditional tobacco smoking.

Methodology: the members of the working group agreed to firstly use review articles published between
1 January 2015 and April 2019 for this Opinion. If necessary, the primary sources were also used, as
well as further articles of (end of the public consultation). Also inclusion of important published articles
after April 2019 until 26 October 2020.
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How did the SCHEER evaluated the health
riIsks?

The SCHEER follows different lines of evidence, i.e. information on exposure of users and
second-hand exposed persons, hazards of ingredients in the aerosol and information from
human experience as well as from epidemiological studies. The SCHEER weighs the evidence for
every line considered and provide an overall risk assessment based on all lines. The SCHEER weighs

the evidence of its assessment according to the five levels:

Weight of evidence

- Not :
= possible Uncertain Weak Moderate Strong
A weight of the evidence approach considers all of the scientific evidence that is
S h f h relevant to a particular issue (positive and negative). Strength of evidence considers N
trengt of the only a subset of the evidence, such as focusing on only those studies which have m com&ission

evidence found a positive link between exposure and adverse condition.



SCHEER conclusions on health effects

The overall weight of evidence is moderate for risks of_local irritative
damage to the respiratory tract of users due to the cumulative exposure to
polyols, aldehydes and nicotine. However, the overall reported incidence is
low.

The overall weight of evidence for risks of long-term systemic effects on the
cardiovascular system is moderate.

The overall weight of evidence for risks of_carcinogenicity of the respiratory
tract due to long-term, cumulative exposure to nitrosamines and due to
exposure to acetaldehyde and formaldehyde is weak to moderate. The
weight of evidence for risks of adverse effects, specifically carcinogenicity,

due to metals in aerosols is weak. LIMITED evidence
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SCHEER conclusions on health effects

The overall weight of evidence for risks of poisoning and injuries due to burns
and explosion, is strong. However, the incidence is low.

The overall weight of evidence for risks of other long-term adverse health
effects, such as pulmonary disease CNS and reprotoxic effects based on the LIMITED evidence

hazard identification and human evidence, is weak, and further consistent

data are needed.

To date, there is no specific data that specific flavourings used in the EU LIMITED database

i i i i Most flavourings are listed as generally
pose health risks for electronic cigarette users following repeated exposure. o o aRAG) by e om

and approved by EFSA as food
additives showing low toxicity after
oral uptake. However, their toxicity
after inhalation, the major route of
exposure for electronic cigarette users,
is largely untested.
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SCHEER conclusions on health effects

Second-hand exposure may be through exhaled air following a puff. The
reported concentrations of aerosol ingredients are orders of magnitude
lower than those reported for exposure of electronic cigarette users.

The overall weight of evidence is moderate for risks of local irritative damage
to the respiratory tract mainly due to exposure to glycols.

LIMITED evidence

The overall weight of evidence for risks of systemic cardiovascular effects in | | ack of evidence on acute and long-term
second-hand exposed persons due to exposure to nicotine is weak to | sffects oncardiovascular and other health

outcomes in children and adolescents.
moderate. Further research is needed on whether
children and adolescents are at greater
. . . . . . risk than adults of being adversely affected
The overall weight of evidence for carcinogenic risk _due to cumulative | by regular second-hand exposure to

electronic cigarettes within their home

exposure to nitrosamines is weak to moderate. ervironment.
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SCHEER conclusions on health effects

Small number of trials, low
event rates and wide confidence

Weak evidence for the support of electronic cigarettes' effectiveness in | i iervals around estimates result
helping smokers to guit while the evidence on smoking reduction is assessed | in weak evidence for electronic

cigarettes' effectiveness in helping

as weak to moderate. smokers to quit while the evidence

on smoking reduction is assessed
as weak to moderate

Moderate evidence that electronic cigarettes are a gateway to smoking for

Many of the studies are from the

Strong evidence that nicotine in e-liquids is implicated in the development of US. Products on the US market

addiction and that flavours have a relevant contribution for attractiveness of may differ considerably from
- those sold in the EU and

use of electronic cigarette and initiation. conclusions drawn for the US

may not be directly transferable
to the EU.
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What aspects of e-cigarettes to consider when protecting
public health?

present in the aerosol are mainly responsible for possible health effects, which have
different origins:

E-liquids (e.qg. propylene Formed by chemical reaction or thermal decomposition in Originating from the
glycol, glycerol, nicotine, the heating element of some constituents or solvent carriers device (e.g. metals)
water, flavourings, (e.g. aldehydes, free radicals, reactive oxygen species, furans, and device-liquid
preservatives) acetic acid) interaction

Lack of harmonised hazard classification (CLP), especially via inhalation, the
relevant route of exposure.

Behavioural

Strong evidence that exposure to nicotine from electronic cigarettes | aspects:

depending on

IS highly variable, depends on product characteristics and that there is substantial evidence | duration of use

and user puffing

that nicotine intake among experienced adult users can be comparable to cigarettes. A very | topography
high variability is confirmed also for the exposure to other aerosol constituents. 0
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