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on

e Consensus Seminar on Tobacco and Nicotine Product Regulati

Why this seminar now?

Across the European Union (EU), momentum has built for national legislation
on smoking bans in public spaces (smoke free) at various levels of restriction.
EU Directives have also put in place cross-border tobacco advertising bans.
The Framework Convention on Tobacco Control (FCTC) Treaty, adopted in
June 2003, outlines global measures to reduce supply and demand of ciga-
rettes, as well as covering liability issues. Although the EU was one of the first
jurisdictions in the world to legislate on tobacco products, there have been no
new product regulation measures in more than six years. The 2001 EU
Directive on the manufacture, presentation and sale of tobacco products [1]
introduced maximum limits for tar, nicotine and carbon monoxide. Misleading
descriptors, such as !light" or !mild", were banned and mandatory text health
warnings introduced. Although these are all important milestones in tobacco
control, further regulatory actions are needed to deliver reductions in smoking
prevalence and measurable improvements in lung cancer and cardiovascular
and respiratory illnesses.

In October 2004, the !ASPECT" report [2] was published, which set out a
road map for future EU tobacco control policies, including 11 specific
recommendations on tobacco product regulation. Since then, some progress
has been made, including the consideration of reduced ignition propensity
(RIP) cigarettes and the establishment of working parties on ingredients and
laboratory testing. However, there has been little movement on the bigger
issues of product regulation. This may be partly due to the fact that the
tobacco control community has been divided over how to proceed, and also
to the fact that there is insufficient scientific evidence to support policy
changes. In a political environment dominated by a competitive agenda and
seeking non-regulatory approaches, the European Commission has had
little incentive to test the political waters with new legislation. The Health and
Consumer Protection Directorate General (DG SANCO) has explicitly stated
that the Commission will not act unless the tobacco control community
reaches consensus on the approach to product regulation.

The divisions within the tobacco control community have been exacerbated by
the lobbying of the tobacco industry and the pressure from the pharmaceutical
industry to enhance market availability and access to nicotine replacement
therapy (NRT). There has been an unsuccessful legal challenge, by Swedish
Match [3], to the ban on snus sales in Europe and increasing pressure applied
by the tobacco industry to EU policy makers to allow their smokeless products
onto the European market [4].



Objectives

This seminar was an opportunity to reflect on recent achievements in tobacco
control, in spite of numerous obstacles and challenges, and to explore what
consensus can be achieved by mutual exchange.

Participants

The Leuven seminar brought together more than 50 researchers, clinicians,
advocates and other experts from the tobacco control community. The partici-
pants represented a range of academic disciplines and specialisations from
across Europe. In recognition of the diverging opinions on harm reduction, every
effort was made to ensure that a balance of viewpoints was included.

Building the agenda

The agenda was carefully developed in order to enable maximum interaction
between participants. The programme was designed to outline the opportunities
and challenges facing the tobacco control community, to explore the current state
of knowledge and to elicit a consensus view. This is fundamental in the sense
that there is a need to evaluate whether there is a #tobacco control# or #nicotin
control# community. The seminar used plenary sessias to outline scientific or
legal information and small discussion groups based on the #world café# concept

Delegates were invited to approach the seminar with an open mind, curiosity and
a willingness to listen and engage. All participants were bound by Chatham
House rules and were asked to speak in their personal capacity, based on their
experience, knowledge and ideas without binding or committing themselves or
their organisation. Everyone was invited to take risks to achieve an outcome in
the confidence that no one would pay a #price# forparticipating. At the opening
of the seminar, participants were presented with the four key principles of the
Open Space Technology methodology used in the seminar.

$ Whoever comes, they are the right people.

$ Whatever happens is the only thing that could have.
$ Whenever it starts is the right time.

$ When it's over it's over.




Definitions used for the seminar
For the purposes of the seminar, the following definitions were provided to all
participants in the welcome pack.

Consensus: general agreement, characterised by the absence of sustained
opposition to substantial issues by any important part of the concerned interests
and by a process that involves seeking to take into account the views of all
parties concerned and to reconcile any conflicting arguments.

Regulation: an authoritative rule dealing with details or procedure; a rule or order
issued by an executive authority or regulatory agency of a government and
having the force of law.

Product: all tobacco and nicotine products in any form.

Results of the informal questionnaire

In order to capture the diversity of motivations and goals for the different
members of the tobacco control community, participants were invited to complete
a simple questionnaire. Almost half of those present completed the form; some
of the responses are highlighted below:

What is my objective?
$ To reduce death by tobacco.
$ To reduce harm from tobacco and nicotine.
$ To create a tobacco-free society.
$ To eliminate tobacco-related death and disease.
$ To reduce tobacco consumption.
$ To provide alternatives to smoking.
$ To save the lives of young people.
$ To help smokers to quit smoking.
$ To protect society from passive smoking.
$ To obtain a European Regulation System on all tobacco products.
$ To prevent young people from starting to smoke.
$ To phase out tobacco constituents.
$ To remove profit incentive for tobacco companies.
$ To understand fully the psychobiology of nicotine/tobaao addiction.

How will | know when | have reached my objective?
$ When mortality and morbidity rates decline.
$ When tobacco products are no longer sold or are banned.




Priority scale

To eliminate death and
disease

To eliminate addiction to
nicotine

To eliminate the tobacco
industry

1 2 3 4
(lowest)
4% 0% 4% 4%

12% 16% 20% 12%

24% 16%

20% 16%

5
(highest)

88%
40%

24%




Results summary

The challenge for the seminar, therefore, was to create a new vision for tobacco
product regulation that would encompass similar objectives but allow for different
views on the level of harm from certain products.

Figure 1 Current EU regulatory framework

The regulatory contradiction

Several speakers outlined the need for a single regulatory framework that would
cover all nicotine and tobacco products. Currently, there is a paradoxical relation-
ship between the harm from products and the strength of the regulatory control.
The most harmful products, cigarettes, are the least regulated in terms of market
entry and accessibility. Less harmful tobacco products, such as snus, are
prohibited in all EU countries except Sweden; however, some forms of chewing
tobacco and nasal snuff are freely available. There are few regulatory barriers for
new nicotine products, such as nicotine gels or nicotine-containing food or
beverage items. The greatest regulatory control exists for pharmaceutical nicotine
products, which have to meet stringent hygiene, safety and efficacy standards
before they are allowed onto the EU market. Because they are developed as
medicinal products and are treated as such, NRT products are often expensive
and difficult to obtain. Although the danger to health from nicotine products may
be significantly smaller than that from smoked tobacco, nicotine remains an
addictive substance with a physiological and psychological impact on humans.
Seminar participants explored different views of snus as a potential gateway to
initiating smoking or as an effective means of helping people to quit smoking.







#Tobacco companies are lobbying the EU to lift a ban on a smokeless alternative
to cigarettes that could evade the incoming smoking ban in
England&.Companies such as British American Tobacco , Reynolds American,
Imperial Tobacco and Philip Morris are diversifying into smokeless products and
have called for changes to the ban, which is under consideration in Brussels.#
The Times [6].

Consensus process

The seminar was designed to help shape a common vision of where the tobacco
control community wanted to be in 15 years' time and then identify what steps
would be needed in order to fulfil this vision. After a detailed presentation of the
current state of scientific evidence, participants were asked to consider, in
working groups, three questions using an adapted #world café# process [7]. The
composition of the groups for each of the questions was different but continuity
was provided by the table host, who gave the incoming group an insight into the
key elements of the discussion from the previous discussion.

Each working group used the diagram to map out areas of consensus among
the participants. All participants were able to express their views and negotiate
where their issues should be placed on the diagram.

At the end of the session, the working groups shared with the plenary the
diagrams produced from each discussion.

This process became the basis for the drafting of the consensus statement.




Results of the working groups

QUESTION 1: What is your response to the evidence presented?
do we agree? Where do we disagree?

No consensus
Noncombustible cigarettes are less harmful

Partial consensus

It is possible to prohibit tobacco

There is no major problem with addiction to nicotine
Nicotine causes harm

Potentially reduced exposure products (PREPS) cause harm
Snus causes harm

NRT causes harm

Complete consensus

Cigarettes cause harm

Smoking is the most dangerous use of tobacco
Tobacco smoke will always be harmful

Smokeless tobacco is less harmful

We need to understand what the smoker wants

Lower combustible PREP cigarettes are a waste of time
Regulation of tobacco is very weak

Far greater regulation is required

Tobacco should be regulated as a drug

NRT is less addictive than tobacco

NRT should be better regulated

Regulation should be implemented very carefully

The most dangerous product is the least regulated and the least dangerous is
the most regulated

QUESTION 2: What further evidence do we need to move towards
consensus?

No consensus
Snus is carcinogenic, therefore, it is unclear whether it should be promoted
or not




Partial consensus

We cannot wait forever for new evidence: how pragmatic should we be?
Maybe a full regulation would make us feel more comfortable about not having
more evidence

Randomised clinical trials are needed to determine whether snus is effective in
helping people quit smoking

Research on snus: is there evidence that people become addicted to snus?

Complete consensus

Improve knowledge on smoking cessation treatments
Improved emission yields

Public health approach to the regulation of treatment products
No need to collect more evidence on smoked tobacco

QUESTION 3: What would we like to see happen in tob  acco and nicotine
product regulation over the next 15 years?

No consensus

Ban tobacco products

Eliminate smoking

Research on nicotine as a recreational drug

Partial consensus

RIP cigarettes in the EU by 2009

Expiration dates printed on tobacco products

Development of a product that does not cause harm and gives the same pleasure
as smoking for smokers who cannot quit

A clear relationship between harm and tax, with the highest tax for the most
harmful products: cigarettes

Price as the tool for regulation

A nicotine and tobacco regulatory authority

Complete consensus

No more research on PREPS (eclipse type of product)

Misleading product yield declarations on cigarette packs removed by EU regula-
tion and replaced by qualitative data relevant to real smoking situations

A parallel strategy to make the phasing out of toxic compounds mandatory
Effective pictorial warnings

Plain/generic packaging

Cigarettes labelled as dangerous products under health and safety legislation,
with RIP as a first step. All tobacco products, not just cigarettes, should be
examined




Similar disclosure process as the USA for all information held by the tobacco
industry

Price differential between tobacco and non-tobacco products

Financial penalties for the tobacco industry

Smokers and tobacco users involved in tobacco control policy initiatives

More research on developing better treatment, including that for addiction
Effective cessation treatments available through health services or insurance, i.e.
affordability: price should not be a deterrent for NRT

Tobacco removed from the regular consumer price index/product index
Substantial tax hypothecation (dedicated tax) to support tobacco control and
prevention activities

Availability: all aspects of tobacco and nicotine products regulated

Full pan-EU, as well as national, regulation

No tobacco industry involvement in regulation setting and no decision-making
influence

Tobacco control lobby to regain control of the regulatory agenda from the tobacco
industry

The common vision

Using the diagram created by P. Puska (Finnish Institute of Public Health), a
visual to encapsulate all the discussions was developed. The diagram shows the
individual's challenge to live a healthy life, in the face of a rising gradient of societal

pressure to live unhealthily. While individuals must ultimately meet this challenge
themselves, governments can play a role both by providing individuals with
support as they climb, and by lowering the gradient against which they are climbing.




In this future vision, a comprehensive regulatory framework for tobacco and nico-
tine products corresponds to their placement on a gradient of the harm each
product causes to individuals and society. Therefore, the public health goal is not
to reduce the gradient but to use regulatory tools to empower individuals to
progress down the gradient towards zero use. Accordingly, the most harmful
products, smoked cigarettes, would be subject to the most stringent regulatory
burden and so be the least accessible and available.

In terms of the seminar discussions on nicotine and tobacco products, the
overall goal of the public health community should be to assist people in moving
towards zero use. Within this agreed direction, the objectives for some seminar
participants would be met by smoking cessation alone. The gradient shows the
scale of harm from nicotine and tobacco products, starting from zero harm (no
use of products) through to extreme harm to the individual and others from
cigarette smoking. Among the participants, there was some divergence of views
of where certain products should be put along the gradient of harm, e.g. NRT and
snus. But a comprehensive regulatory framework on tobacco and nicotine
products would match control with harm, thus providing the enabling environ-
ment for individuals trying to reduce their health burden.




Where do we want to be within 15 years?
Our vision is zero tobacco use. The following are steps required to achieve this.
$ The public health community must regain control ofthe regulatory agenda
on tobacco and nicotine products.



$ EU regulation is required to remove the misleadingproduct yield infomation
on cigarette packets and replace with appropriate data.

$ Tobacco products removed from the consumer price index.

$ A price differential between tobacco and non-tobac nicotine products. Tax
and price increases are the most effective mechanism to reduce sales and
consumption. This should be part of the regulatory approach.

$ RIP cigarettes introduced within 3 years.

$ Effective graphic warnings on tobacco packaging within 3 years.

$ Plain cigarette packages within 10 years.

$ Tobacco products not visible at point of sale,i.e. sold from #under thd
counter#.

$ Smokers are part of the picture and they need to ke taken into account but
not through the front groups funded by the tobacco industry.

$ Access to internal documents from the tobacco industry.

$ Effective cessation treatments available through tealth systems and
insurance (price should not be a barrier in the decision to quit).

$ No tobacco industry involvement in decision-making and regulation but
contribution to these costs.

$ At least full and strong implementation of the FCTC Treaty based on the
best available evidence.

$ Greater funds and commitment to tobacco control ard prevention,
particularly training for tobacco control advocates.

$ Atobacco and nicotine regulatory authority.

References
1.

Directive 2001/37/EC of the European Parliament and of the Council of the European Union.
The approximation of the laws, regulations and administrative provisions of the Member States
concerning the manufacture, presentation and sale of tobacco products. Official Journal of the
European Communities, June 5, 2001.
http://eur-lex.europa.eu/pri/en/oj/dat/2001/1_194/I_19420010718en00260034.pdf

. The ASPECT Consortium. Tobacco or health in the European Union: past, present and future.

http://ec.europa.eu/health/ph_determinants/life_style/Tobacco/Documents/tobacco_exs_en.pdf

. Swedish Match. Snus in the EU. September 25, 2006.

http:/mww.swedishmatch.com/Eng/SnusIinEU.asp

. British American Tobacco. Social reporting 2006: progress and review. 2005 Actions: harm

reduction.
http:/www.bat.com/groupfs/sites/BAT_72VD6H.nsf/vwPagesWebLive/DO732KSG?opendocu-
ment*

SKN=1*TMP=1

. Philip Morris International. Philip Morris International acquires Swedish snus manufacturer Rocker

Production AB. October 4, 2006.
http:/mww.philipmorrisinternational.com/PMINTL/pages/eng/press/pr_20061004.asp

. D. Rose. The Times, May 14, 2007.

http:/mww.timesonline.co.uk/tol/life_and_style/health/article1785028.ece

. The World Café. www.theworldcafe.com



onsensus Seminar on Tobacco and
Nicotine Product Regulation




Organised by ASH, CNCT, CR-UK, EHN, ERS and INCa,
and endorsed by ENSP

Thursday , May 3, 2007, 14:00!17:30

13:00!14:00 Sandwich lunch, registrations and coffee
Welcome and Introduction
14:00!14:10 Introductions and welcome
Speaker: A. Turnbull, European Respiratory Society
14:10'14:30 Framing the debate
Speaker: T. Rose, independent public health consultant
Session 1: Background to EU product regulation
14:20'14:45 Background to EU product regulation: 1989 to date
$ Why, how and what we regulated, and outcomes
$ Gaps in coverage
$ Aspect recs on product regulation
$ What we need to be thinking about next
Speaker: F. Godfrey, EU policy adviser, European Respiratory Society
14:45114:55 Regulating RIP cigarettes
$ Why and how
Speaker: F. Berteletti-Kemp, Smokefree Partnership
14:55115:10 FCTC Atrticle 9 and guidelines development
$ Background
$ Process

$ Likely outcomes

Speaker: A. McNeill, Nottingham University, FCA expert observer on the guide-
lines expert group




15:10 Discussion

15:30!15:45 Coffee break

Session 2: The evidence base

15:45!16:15 What we currently know about nicotine

Speakers: D. Balfour, University of Dundee, Scotland and J. Le Houzec, inde-
pendent public health consultant

16:15!16:45 What we currently know about smokeless tobacco

Speakers: G. Boéthius, Doctors Against Tobacco and J. Britton, University of
Nottingham

16:45!17:00 What do we currently know about PREPS?
Speaker: F. Wiebel, GMASH

17:00!17:30 Discussion

Where does this leave us? Framing the next day's discussions

19:00 Reception and dinner

Friday ., May 4, 2007, 8:30!15:45

08:30 Information about the morning session

Session 3: Breakout groups

08:40'10:10 Breakout groups

$ Reponses to the evidence presented on day 1

$ Where can we agree, where do we disagree?

$ What do we have to do/what further evidence do we need to reach
common ground?

$ How do we see tobacco and nicotine product regulaion in the EU over the
next 15 years?




10:10!10:30 Coffee break

10:30'11:30 Report back from the breakout groups: moving towards a consen-
sus position

Session 4: Prospects for coherent EU regulation
11:30!12:30 Prospects for coherent EU regulation
$ Do we want an EU regulatory agency for tobacco and nicotine groducts?
$If yes, is it a viable option or do we need to corsider other interim
measures?
$ Once we have one, what should its remit be?
$ What do we do to make it happen?
Speakers: Y. Martinet, CNCT and L. Joossens, ECL
12:45!14:00 Lunch
14:00!114:30 Next steps

Presentation of scientific meeting for regulators and researchers, October
2007. What questions do we need them to answer?

Speaker: J. Britton and J. Le Houzec

Consensus statement and policy recommendations from the
seminar

14:30 Discussion on a consensus statement and policy recommendations from
the seminar

15:30 Final wrap-up

15:45 Close of meeting and departures































































































































































































































