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* Overview:
— Speaker positions (10 minutes)
— Moderator Q&A
— Audience and Web Q&A
« EMAIL QUESTIONS: press@legacyforhealth.org

« Archive @ www.legacyforhealth.org
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THE VIEW FROM CIVIL SOCIETY
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LEGACY. Smoking Kills 1998: A Blueprint for Action

SMOKING KILLS

\
‘ A White Paper on Tobacco.

|— . Smoking Kills

A White Paper on Tobacco
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Smoking Kills: Six

(O LEGACY.
© Strands

« Communications and Education v/
« Reducing availability and supply v
« Smoking cessation support v’

« Reducing promotion v’

« Tobacco regulation v/
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LEGACY. Public support for smokefree legislation
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LEGACY. European Ranking

FOR LONGER HEALTHIER LIVES

Weights:

NEWRANKING 2007 o g Price 30: Public
' | places bans 22;
Campaign
spending 15; Ad
ban 13; Health
warnings 10;
Treatment 10

Total 93/100




LEGACY.  But... Still a long way to go

FOR LONGER HEALTHIER LIVES

Prevalence of smoking in England,
Canada and California, 1990-2006

(General Household Survey, Centers for Disease Control Behavioral Risk
Factor Surveillance System, Health Canada)
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NB: A new definition of smokers was introduced in California in 1995 which led to raised prevalence from 1996 and subsequent years.

BEYOND Smoking kills: PROTECTING CHILDREN, REDUCING INEQUALITIES



LEGACY.  (Civil Society’s call to action
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BEYOND Smoking Kills

BROTEGTING CHILDREN, REBUGING INEGUALTIES « Tough new targets
e Sustain and build on
19 M Clgaretes . .
existing strate
i J STatEdy

* Increased funding
Beyond  Tougher regulation

m « Harm reduction approach
oy (8 QM. using medicinal nicotine

Protecting children /v"'
reducing inequallities /
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Oliver Smith

Deputy Director, Tobacco
and Health & Wellbeing
Policy, Department of
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HM Government Qm Department

of Health

Tobacco Control in England
Action by the Government

Oliver Smith

Head of Tobacco Control
Department of Health, UK




Government action on tobacco control 1s

LEGACY.  the responsibility of the constituent
nations of the UK

Population in England = c50m

7

Average life expectancy (2006-2008)

Men =77.9yrs

Women =82.0 yrs
Smoking population* =¢8.5m
Average adult prevalence* =21%

Prevalence by socio-economic group*

Managerial = 15%

Routine & manual = 26%

*General Household Survey 2007



Healthcare 1s provided by the National
LEGACY.  Health Service — we already have the
“public option”

Established in 1948, the NHS celebrated its 60" anniversary in 2008

Provides high-quality healthcare, free at the point of need, according to clinical
need. Taxpayer-funded healthcare accounted for 7.8% of UK GDP in 2007/08

Provides health care in a variety of settings and at various stages in the care
pathway of patients:

= Primary care: through pharmacists, General Practitioners, dentists,
opticians and walk-in centres

= Community Care: through health visitors, district nurses, community
hospitals

= Secondary Care: through ambulance services, acute hospitals, mental
health services, and social care services

To deliver services to the public, the NHS must
work closely with Local Authorities —

Primary Care Trusts are largely co-terminous with
Local Authorities and they are jointly responsible
for public health (there are 152 PCTSs)

NHS




LEGACY We have both reduced tobacco promotion,
enavemmenmees - and heavily invested 1in our own marketing

= Most forms of tobacco = |n 2008, all tobacco
advertising and sponsorship in products produced for the
print, on TV, on billboards and UK market are required to Bl"dﬂd
on the internet were banned in display hard hitting picture
2003/04. warnings covering 40% of ‘q NS
= Local Authorities are responsible the back of the pack L B
for enforcing this (previously written
warnings)

= From 1998 onwards world-class
/ INHS marketing were launched that
reach out to millions of people.

= This financial year we invested
£35m ($56m) in marketing
campaigns.

= The ‘Get Unhooked’ campaign

The average smoker needs over five thousand cigarettes a year.

Get unhooked. Call 0800 169 0 169 or visit getunhooked.couk won Marketing Week's Best
Campaign of the year (2008)




LEGACY. We have reduced affordability through
both tax and reducing the illicit market

250 =

ore affordable

As disposal income has

increased the affordability of ~ ° [
cigarettes has increased
considerably since the 1950s;

however, over the past
decade duty increases have
kept pace with inflation.
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LEGACY. Finally, we support all smokers
who want help to quit

Quitting with support from NHS Stop Smoking Services is up to four times
more likely to result in prolonged abstinence from smoking than quitting
without any assistance

£120m ($190m) invested this year in NHS smoking cessation work with
c5,000 staff employed by NHS Stop Smoking Services

NRT in various formats, Bupropion (Zyban) and varenicline (Champix) are all
available from the NHS on prescription for as long a period as clinically
allowed.

Since established in 1998, there have been over 2 million successful quit
attempts through the NHS (measured at four weeks).

An estimated 1.4 million life years have been gained by smokers stopping
through the NHS, which equates to 70,000 lives being saved over the 10
years.

The NHS Centre for Smoking Cessation and Training (NCSCT) was
established in 2009 as the benchmarking organisation for clinical competence
and standards for NHS Stop Smoking Services advisers



LEGACY We have achieved a lot as a result,
but we cannot rest on our laurels

Between 1998-2007 Govt. & NHS However...
action has reduced adult smoking
rates from 28% to 21%; and from Over 8.5m people still smoke
31% to 26% for routine and manual -
workers (11-15 yr olds fell from 13% Still biggest preventable cause of
to 6% over period). This has reduced death and leading cause of health
by a quarter the number of smokers inequalities
and saves the NHS £380m every
year Over 80,000 premature deaths

- each year are attributable to

smoking
30 +

Still costs the NHS £2.7bn a year

- ﬂ (2.7% of budget)

25 4

Every year, 200,000 young people
under 19 start smoking

Fercentage of adults aged 16 or owver

e Al R If current policies aren’t sustained
5 _Target-al aduks Target- REM then prevalence will start to rise

—— Change needed o meattarost

il
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LEGACY. We imminently launch a new strategy
that will take us still further

The new tobacco control strategy establishes a vision of eradicating tobacco
harms, describing aspirations and evidence-based policies under three
objectives to deliver the vision:

1. To stop the inflow of young people recruited as smokers, for example, by
taking action to reduce the availability of cheap illicit tobacco

2. To motivate and assist every smoker to quit, by providing through the NHS
more effective routes to quit to help those smokers who find it harder to
quit

3. To protect families and communities from the harms of tobacco use by
reducing exposure to children from secondhand smoke through targeted
campaigns highlighting the benefits of smokefree homes and cars

Overall the strategy will aspire to halve adult smoking rates by 2020.



LEGACY. The strategy will continue existing good
work as well as adding new commitments

Preventing the uptake of smoking by children
Deliver the provisions of the Health Act 2009 on banning Vending Machines and the
display of tobacco in retailers

Helping every smoker to quit
Continued investment in marketing and NHS services

Introduce a harm reduction approach. Breaking nicotine dependence will always be
the ultimate goal, but we will support smokers to:

Cut down before completely quitting
Use a safer alternative product when they are unable to smoke

Use a safer alternative as a way to reduce their health risks, and the risks to those
around them

Protecting families and communities

Marketing to highlight the benefits of smokefree cars and homes for children (and
others)
A review of Smokefree legislation




LEGACY. What has been critical to success?

FOR LONGER HEALTHIER LIVES

3 key factors

1. Partnership working (and jointly held targets) between health:
and social services, and local government, to provide motivation
to quit and smoking cessation support

2. Strong government leadership in applying continued pressure
and innovation in marketing and product regulations that has
reduced the attractiveness and exposure of tobacco products

3. Working with civil society for example to promote ‘smokefree
environments' that has denormalised smoking in public places
and the home




LEGACY. Dr. June Raine

EEEEEEEEEEEEEEEEEEEEEEE

Director of Vigilance
Risk Management of
Medicines (VRMM) for
the Medicines and
Healthcare products
Regulatory Agency
(MHRA)
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Nicotine Replacement Therapy

The Evolving UK Regulatory Approach



LEGACY.  Scope of Presentation

 What is the MHRA's
regulatory role?

« How has the framework for
regulating NRT evolved?

 What is to come —
developing a new UK
approach to NRT?




LEGACY. Role of MHRA

— Promoting and protecting
public health via benefit risk
management of medicines

— Avallabllity of innovative
treatments and
technologies without
unnecessary delay

— Providing accessible
Information to support safe
and effective use




UK Medicines Access
Controls

LEGACY.
FOR LONGER HEALTHIER LIVES

* Prescription only is an
active decision based on
evidence of

— danger to health

— side effects require
further investigation

— frequent misuse

 Pharmacy availability is the
“natural”’ classification

e (General Sales List - safe for
supply other than by
pharmacist




LEGACY.  MHRA General Strategy

FOR LONGER HEALTHIER LIVES

» “To support wider access to
@ treatment and self care, by
encouraging manufacturers to
MEDICINES AND HEALTHCARE make more medicines available
OTC in pharmacies and other
BUSINESS PLAN FOR 2009/2010 outlets, ensuring that this can
be done safely”

PRODUCTS REGULATORY AGENCY

The Medicines and Healthcare products Regulatory Agency
(MHRA) is an Executive Agency of the Department of Health. It
carries UK-wide responsibility for the regulaticn of medicines and
is the Competent Authority for the UK in regulating medical
devices. The Agency also has the role of Competent Authonity for
Blood Safety and Quality in the UK. Though some powers and
functions for medicines are drenhend bn Sccdland Akislae ond
Northern Ireland, the Agency ci

of and in close consultation with- o

This Business Plan is produced
Framework Document which s
the MHRA, the Department ¢
Agency also has a Corporate P
2009/10 to 2013/14 and is upd;

INVESTORS 1M FEOPLE



LEGACY. NRT Regulatory Evolution

3. New populations, cut down
to quit, temporary cessation

2. Widening access
to NRT for quitting

1. Expanding range
of NRT formulations

1980s 2010



LEGACY. Range of NRT forms in UK

e Gum
 Patch

* Nasal spray

* Inhalator
« Sublingua
* Lozenge (

tablet

pastille)

Nicotinell

mlr .

nicorette
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©Lesacy. Widening access to NRT

Gum 2mg ‘
Gum 4mg ‘
Patches

Nasal
Spray
Inhalator

Tablets ‘

Lozenges
4mg

Combi
Patch/
Gum

1989 [1990 [1991 [1992 [1993 [1994 [1995 [1996 [1997 1998 [1999 [R000 [2001 [R002 [2003 [2004 [2005 RO06 [2007 RO08 [2009

POM

GSL



LEGALY Expert Review of NRT 1in 2005

« “Aunique challenge — the
safest form of nicotine is also
the most highly regulated...

. * Current regulation of NRT may
present a barrier to wider usage
and as a result reduce
effectiveness in smoking
cessation

« Overall the benefits of quitting
smoking clearly outweigh any
risk there may be with NRT”



LEGACY.  Lifting restrictions in at risk groups

FOR LONGER HEA

Pregnancy
Children

CVS risk
Diabetes mellitus




LEGACY. Fxtending Ways of Using NRT

“Cut down to ¢

In smokers currently unable or
not ready to stop abruptly

“Temporary <ces{

As an aid for smokers during
temporary abstinence

Duration If use required
beyond 9 months — seek
health professional advice
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LEGASY  Growing Medical Consensus

“Tight regulation of medicinal
nicotine imposes strict
restriction on new product
development

Harm reduction in

nicotine addiction This clear and unjustifiable
regulatory imbalance
works against public health

Helping people who can’t quit

The regulation of nicotine
products needs to be
radically overhauled”
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Growing Evidence Base

"Deparmant of Public Heslth and
Primary Care University of
Carbwidge, Cambvidge (37 57
“Public Fiealih ared Epidamiclogy
Goup, Perinaula Medical School,
Eeeter

Tneparment of Iraral Medidne
Uriversity of Michigany LSA
“eterans MiAs Center for
Priciice Maagement ard
Quttomes Besenrdhy Mikchigan
Treinse for Social Reseanh
Uriversity of Michigan

MR Bicstatisics Unit, Inetiie
of Public Fedth, Camibidge
Correspondance 1 D | Liewelyn
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Exposure to secondhand smoke and cognitive impairment
in non-smokers: national cross sectional study with cotinine

measurement

David | Liewellyn, research
ofintemal medicine *** Feli

ABSTRACT
Objective To examine the asso
biomarker of exposure to secw
cotining concentration) and co
Design Cross sectional analysi
based study.

Setting Stratified random sam)|
throughout England.
Participants 4809 non-smoking
more from the 1998, 1999, and
Survey forEngland whoalso part
the English Longitudinal 5w dyal
samples for cofinine assay and
Main outcome measure Cognit
by the lowest 10% of scores or
neura psycholo gical tests.

School of Heakh and Popuaim

Saderces, Uriversy of

Bimirghar, Edghasion,
Bmirgham BIS 277

Cormespond ance 1 D Moore
df o b scuk
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RESEARCH

Effectiveness and safety of nicotine replacement therapy
assisted reduction to stop smoking: systematic review and

meta-analysis

Diavid Maore, senior reviewer Paul Aveyard, NIHR career saentist Martin Connock, systemalic reviewer
Dechan Wang, systematic reviewer Anne Fry-Smith, information spedalist Pelham Barton, senior lacturer

ABSTRACT

Objective To datermine the effectiveness and safety of
nicotine replacement therapy assisted redudtion to stop
smoking.

Design Systematic review of randemised controlled trials.
Data sources Cochrane Library, Medline, Embase,
CINAHL PsychliNFD, Science Citation Index, registries of
angoing trials, reference lists, the drug company that
sponsored most of the trials, and clinical experts.
Review methods Eligible studies were published or
unpublished randomised controlled trials that enrclled
smokers who declared no intention to quit smoking in the
short term, and compared nicotine rep lacement therapy

and discontinuation because of adverse events, 1.25,
064 to 2.51) except nausea, which was more comman
with nicotine replacement therapy (8.7% v 5.3%; odds
ratio 1.69, 95% confidence interval 1.21to 2.36).
Conclusions Available trials indicate that nicotine
replacement therapy is an effective intervention in
achieving sustained smoking abstinence forsmokers who
have nointention or are unable to attempt an abrupt guit.
Most of the evidence, howewver, comes from trials with
regular behavioural support and monitoring and itis
unclear whether using nicotine replacement therapy
without regular contact would be as effective.



LEGACY. Harm Reduction — Proposed UK
Regulatory Approach 2010

* No neat translation into NRT product indication

« Extend current indication “relief / prevention of craving
and nicotine withdrawal symptoms associated with
tobacco dependence, to aid smokers wishing to quit
or reduce prior to quitting”

* Include additional wording, eqg “as a safer alternative
to smoking for smokers and those around them”

* Delete current advice for adults requiring treatment for
longer than 9 months, who are currently
recommended to seek additional help and advice from
HCP



LEGACY. Areas of Concern

— Evidence of health — Pisinger & Godtfreson 2007

benefits of cutting down
as opposed to quitting

— Theoretical risks of long — SCENHIR Report 2008
term NRT use — GP Database study

— Undermining future quit — Likely positive association
attempts between smoking reduction

and subsequent quit
attempts



LEGACY.  FKurther Areas of Concern

EEEEEEEEEEEEEEEEEEEEEEE

* Promotion of relapse among quitters

— suggesting that low-rate smoking is relatively
safe

 Increased Initiation of smoking

— suggesting smoking can be done in a |
relatively safe manner A

Further research needed




LEGACY. Summary

« UK regulatory controls on NRT products have evolved
stepwise over last decades, increasing choice and
widening access

* Major advance in 2005 was based on principle that any
risks associated with NRT are substantially outweighed
by dangers of continued smoking

* Radical new approach now being developed in UK uses
regulation to encourage use of less harmful products
and reduce use of more harmful sources of nicotine —
harm reduction



LEGACY. Martin Jarvis, DSc

Professor Emeritus of
Health Psychology,
Department of
Epidemiology & Public
Health, University
College London
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The Evidence Base for
Innovative Cessation
Strategies



LEGACY.  Questions That Need to be Answered

EEEEEEEEEEEEEEEEEEEEEEE

* |s there scope for harm reduction?
* |s it necessary?
* Is It feasible?

 How can we be sure it won't make things
worse?




LEGACY. Nicotine and Harm Reduction

EEEEEEEEEEEEEEEEEEEEEEE

» “Smokers cannot easily stop smoking
because they are addicted to nicotine....
People smoke for nicotine but they die
from the tar”

Russell (1976) British Medical Journal 1: 1430-1433 Low-tar medium nicotine cigarettes: a new approach to safer smoking
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(glacial Pace of Decline 1in

Smoking Prevalence

Cigarette smoking
prevalence in GB has been
declining for decades, but
slowly, and in 2007 was
22% in men and 21% in
women

Prevalence declining by
~0.4% per year

Still about 9 million smokers,
and it will take more than 20
years to reduce that number
by a half

% prevalence
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Smoking Prevalence and
Soclo-economic Disadvantage

LEGACY.
FOR LONGER HEALTHIER LIVES

CIGARETTE SMOKING BY DEPRIVATION
IN GREAT BRITAIN: GHS 1973 & 2006

* Prevalence of smoking ,
has declined greatly
over 30 years, but has
remained over 60% in
poorest groups,
despite changes in
policy and social
climate o

~
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o
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o
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Bl 1973
B 2006

% prevalence
g B
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0 1 2 3 4
Most affluent Poorest
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Smoking Cessation and
Soclo-economic Disadvantage

Poorer smokers are

SMOKING CESSATION BY DEPRIVATION
IN GREAT BRITAIN: GHS 1973 & 2006

much less likely to have "’

quit - ~10%, with little

change over 30 years, &, -
despite changes in S - ooe
policy and social %

climate o

DEPRIVATION SCORE



LEGACY. Smoking Prevalence and Disadvantage —
Not Just a UK Phenomenon

Cigarette smoking in California
1990-2006 by level of education

(CDC Behavioral Risk Factor Surveillance System)

s up to high school
mmmmm beyond high school

30% |
25% | =
20%

15%'W

10% |

smoking prevalence

5%

0% J
90 91 92 93 94 95 96 97 98 99 00 01 02 03 04 05 06

BEYOND Smoking kills: PROTECTING CHILDREN, REDUCING INEQUALITIES
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LEGAacy There 1s a socio-economic gradient in

nicotine dependence among smokers

Poorer smokers

take in substantially

more nicotine from
their smoking and
are more dependent

S aliva cotinine (ng/m I)

300 T

250 T

200 T

A%

Saliva cotinine by depr ivation
in adult sm oker s: HSE 1998-2004

' I I I I . ajlstedfu

DEPRIVATION SCORE



LEGACY.  [s harm reduction feasible?

EEEEEEEEEEEEEEEEEEEEEEE

* The Swedish experience with snus gives
proof of principle that noncombustible
forms of nicotine can be acceptable to
consumers and win out over cigarettes at
the population level

* |t does not show that snus is the right
product to achieve this



LEGACY. Monitoring Outcomes:
Smoking Toolkit Study

* The Smoking Toolkit Study: monthly household surveys on smoking

* Smokers and recent ex-smokers are followed up by questionnaire 6
months after baseline survey

 From February 2007 the baseline survey has included questions on
‘harm reduction’ activities: cutting down, using nicotine replacement
therapy (NRT) to cut down, and using NRT regularly in situations
when smoking is not permitted.

« Data analysed from February 2007 to March 2008, a total of 6034
cigarette smokers of whom 1223 were successfully followed up

http://www.smokinginengland.info/ Robert West



LEGACY. Smoking Toolkit Study

« 57% of cigarette smokers reported currently trying to cut down, 14%
reported using NRT to help them cut down, and 14% reported that
they were regularly using NRT for situations where they could not
smoke

« All three activities were strongly associated with reports of having tried
to quit in the past 12 months and of making a quit attempt in the next 6
months

* Increased sample size with further surveys will increase power to
detect associations between harm reduction activities and smoking
cessation

 The data so far do not suggest that harm reduction activities involving
NRT undermine quitting and they may promote it



LEGACY.  Smoking Toolkit Findings

100

« Having attempted to stop
smoking in the past year at
baseline was strongly
positively associated with

90 A

70 A

60 -

cutting down, using NRT for

O Yes
E No

50 A

cutting down and using NRT
for temporary abstinence
(Figure 1).

40 -

30 -

Percent making quit attempt

20 A

10 A

Cutting down Using NRT to cut down  Using NRT for TA



LEGACY.  Smoking Toolkit Findings

Quit attempts post-baseline

50

« All of the three activities g o
were positively associated £l
with attempts to quit in the
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