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Disclaimer

The recommendations in this guideline represent the view of NICE, arrived at after careful
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Local commissioners and/or providers have a responsibility to enable the guideline to be
applied when individual health professionals and their patients or service users wish to use it.
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services, and in light of their duties to have due regard to the need to eliminate unlawful
discrimination, to advance equality of opportunity and to reduce health inequalities. Nothing
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Review questions

This evidence report covers two review questions, each with two parts:

C. Which interventions are effective and cost effective at reducing proxy purchasing of
tobacco on behalf of children and young people, through engaging and educating retailers
and the general public?

C. Do these interventions change perceptions of the social acceptability of proxy purchasing?
In what way, and what aspects of interventions are perceived as having caused the change?

D. Which interventions are effective and cost effective at reducing the supply of illicit tobacco
to children, young people and young adults, through engaging and educating retailers and
the general public?

D. Do these interventions change perceptions of the social acceptability of supply of illicit
tobacco? In what way, and what aspects of interventions are perceived as having caused the
change?

6
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Reducing proxy purchasing of tobacco

Review question

2
3 Which interventions are effective and cost effective at reducing proxy purchasing? of tobacco
4 on behalf of children and young people, through engaging and educating retailers and the

5 general public?

6

7

Do these interventions change perceptions of the social acceptability of proxy purchasing? In
what way, and what aspects of interventions are perceived as having caused the change?

8 Introduction

9 Despite changes to legislation to regulate the sales of tobacco, 75% of secondary school
10 pupils that smoke report that friends, and in particular older friends (67%), bought cigarettes
11 for them. 53% reported that strangers bought cigarettes for them (NHS Digital Statistics on
12 Smoking, England — 2016). It is important to identify whether measures to engage and
13 educate retailers and the general public can reduce proxy purchasing of cigarettes on behalf
14 of children and young people and prevent them from taking up smoking.

15 PICO table

16 The following table summarises the protocol for this review.

17 Table 1: PICO inclusion criteria for interventions to reduce proxy purchasing of

18 tobacco on behalf of children and young people
Population Children (5-11 years old) and young people (12-17 years old).
Interventions Interventions that have a stated and measured aim of educating or

engaging with retailers, families and friends of children, children
themselves, or the general public to prevent the proxy purchasing of
tobacco on behalf of children and young people.

Retailers must be those who legally sell tobacco products, and may be
related to retailers in physical premises, or online retailers.

Comparator Other active interventions, including:
o Other education or engagement interventions.

o Enforcement or legislative interventions, e.g. licensing, pricing
interventions etc.

e Awareness raising interventions.
¢ Interventions combining education or engagement with other elements.
No intervention

Outcomes Effectiveness studies (review question C.i.)

Critical outcomes

o Proxy sales: relative risk of a sale being a proxy sale; relative risk of sales
people making proxy sales.

e Children and young people’s self-report of how they obtain their tobacco.
o Adults’ self-report of proxy purchase behaviour

a Although proxy purchasing is generally defined as an adult purchasing tobacco, cigarette papers or a relevant
nicotine product on behalf of a person under the age of 18, here we are interested only in the proxy purchasing of
tobacco products.

-
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Important outcomes

e Tobacco use status at longest available follow-up. Measured as relative
risk of using tobacco.

Where biochemically validated measures are available, these are preferred
to self-reported measures.

o Number of proxy purchase offences recorded.

o Health-related quality of life (using validated patient-report measures, for
example EQ-5D).

o Adverse or unintended (positive or negative) effects

Qualitative studies (review question C.ii.)

e Whether interventions change participant perceptions of the social
acceptability of proxy purchasing.

e How social acceptability of proxy purchasing has changed and what is
perceived as having caused the change.

Participants may be retailers, families and friends of children and young

people, children and young people themselves, or the general public.

1 Methods and process
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This evidence review was developed using the methods and process described in
Developing NICE guidelines: the manual. Methods specific to this review question are
described in the review protocol in Appendix A.

Declarations of interest were recorded according to NICE’s 2018 conflicts of interest policy.
See the methods chapter for additional information on methods for the Tobacco guideline.

To mitigate for unit of allocation error, studies should correct for clustering. If no adjustment

has been carried out, the review team adjusted for clustering by inflating the standard errors
as described in the Cochrane manual. To do this, an intracluster correlation coefficient (ICC)
is required. For this review, an ICC of 0.075 was used, as found for class level interventions
for smoking prevention behaviour®.

Identification of public health evidence

Included studies

A joint search was used to identify relevant studies for review question C (proxy purchasing)
and review question D (illicit supply) combined.

The main search was done in October 2018 for studies published since 1998 and in the
English language. A top-up was done for studies about people aged 5-11 years. An
additional top-up search of terms related to online sales was conducted in November 2018.
Website searches were conducted in line with the protocol. A total of 6481 unique search
results were identified for screening. Further details on the search strategy are available in
Appendix B.

From the combined search results, 45 articles with potential to answer review questions C or
D were ordered for full-text review. One before-and-after study with a control group cluster
met the inclusion criteria for this review. A linked study with additional intervention details
was also included but not extracted for effectiveness (see references). Table 2 summarises
the included effectiveness study; see Appendix D for the full evidence table. No systematic

b M R Crone, S A Reijneveld, M C Willemsen et al., 2003. Prevention of smoking in adolescents with lower
education: a school based intervention study. Journal of Epidemiology and Community Health, 57:675-680.

8
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reviews directly matched the review criteria but those identified as relevant to the topic area
based on title and abstract were retrieved and cross-checked to ensure inclusion of all
relevant primary studies. There were no qualitative studies that met the population inclusion
criteria for this review.

Excluded studies

Of the 45 articles with potential to answer review questions C or D, 44 articles were identified
for consideration but were subsequently excluded from this review. See Appendix K for a full
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list of excluded studies and the reasons for exclusion.

Summary of public health studies included in the evidence review

Table 2: Summary of public health studies included in the evidence review

Study Setting Population Intervention Comparator Outcome(s)
Gautam New Zealand Students atthe  ‘Keeping Kids  No e Parents
2014 school over 3 Smokefree’ intervention willingness
4 urban years, and to provide
Cluster ‘intermediate  Parents of Campaign cigarettes to
controlled schools’ (11-  Students. including test their
B&A 13 year old purchasing, children
students) in 3,770 parents information e Children’s
(supported low and 2,250 and education self-report
by additional socioeconomic  students campaigns, of where .
information deciles completed artwork they obtain
on same baseline survey. competition. their
study from cigarettes.
Glover 2010)

See Appendix D for full evidence tables.

Synthesis and appraisal of public health evidence included in the evidence review

Data synthesis

Only one study was identified for inclusion in this review.

Evidence appraisal

o This review addresses an intervention question. Randomised controlled trial (RCT)
evidence was therefore assessed using Cochrane’s Risk of Bias 2.0 tool, and all other
study designs using the Risk of Bias in Non-Randomised Studies — of Interventions
(ROBINS-I) tool, according to the NICE Manual.

o All GRADE rating start at ‘high’ and are downgraded as appropriate.
See Appendix F for full GRADE tables.

See Methods document for details of rationale for GRADE judgements.

Table 3: Minimal Important Differences (MIDs) agreed

Review Outcome Importance MID
C Risk of a tobacco sale being a proxy Critical Statistical significance
sale
9
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Review Outcome Importance MID

C Sources of tobacco [proxy] Critical Statistical significance
C Adult report of proxy purchase Critical Statistical significance

behaviour

C Smoking status Important Statistical significance
D Sources of tobacco [illicit] Critical Statistical significance
D Risk of a tobacco sale being illicit Critical Statistical significance
D Smoking prevention Important Statistical significance

1 See Appendix F for GRADE tables.

N

Economic evidence

Included studies

A joint search was used to identify relevant studies for the cost effectiveness elements of
review questions A (digital mass media and apps), B (cessation campaigns), C (proxy sales),
D (illicit supply) and E (smokefree class competitions) combined. This search incorporated
the search strategies of the original effectiveness searches plus the top-up searches and
then applied an agreed cost effectiveness filter.

The joint systematic search was undertaken in January 2019 for studies published in the
English language from 1998-29 January 2019. After removal of duplicates 3110 unique
results were identified. A further 4 results were identified from other sources.

_~00W oOo~NOCUh~ W

—_—

12 3,114 records were assessed against the eligibility criteria.

13 2,984 records were excluded based on information in the title and abstract. One reviewer
14 assessed all of the records and a second reviewer blind-screened 10% of the records. The
15 level of agreement between the two reviewers was 100%.

16 The full-text papers of 130 documents were retrieved and assessed and 0 studies were

17 assessed as meeting the eligibility criteria for research questions C.i. or D.i. One reviewer
18 assessed all of the full texts and a second reviewer blind-screened 10% of the records. The
19 level of agreement between the two reviewers was 100%. For review questions C.i. and D.i.
20 no studies were included.

21 Excluded studies

22 130 full text documents were excluded for these review questions. The documents and the
23 reasons for their exclusion are listed in Appendix K — Excluded studies. Documents were

24 excluded for the following reasons: ineligible intervention (n=76), ineligible outcomes (n=22),
25 ineligible study design (n=18), ineligible patient population (n=13) and non-English language
26 (n=1). The selection process is shown in Appendix G

27 Summary of studies included in the economic evidence review

28 No studies were included for review question C.i. or D.i..

29 Economic model

30 Due to the paucity and quality of effectiveness evidence these review questions were not
31 prioritised for economic modelling.

10
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1 Resource impact
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No new recommendations were made, so no resource impact is expected.

Summary of the evidence

This table is a very high-level overview of the results presented in the GRADE tables. These
results should not be considered apart from the GRADE tables, which contain more
information about confidence in the evidence and limitations.

Table 4: Evidence summary

Summary Confidence = GRADE
Outcome profile
Parents willing to The intervention could not differentiate Very low 1

provide cigarettes to between comparators (Gautam 2014).
their children

Children who smoke  The intervention could not differentiate Very low 2
reporting parents as between comparators (Gautam 2014).

the main source of

cigarettes

The committee’s discussion of the evidence

Interpreting the evidence

The outcomes that matter most

The committee agreed that outcomes measuring the level of proxy purchasing behaviour
were most important for this review. It was decided that smoking status outcomes would be
considered important rather than critical because a change to smoking status would not
necessarily be due to a change in proxy purchasing behaviours but could be via another
mechanism.

Confidence in the evidence

The evidence base was very limited, with just one study identified for inclusion in the review.
The included study was a (cluster) controlled before and after study with two schools in the
intervention group and two schools in the control group (Gautam 2014). Both children and
their parents from these schools were included in the study.

The overall confidence (judged using GRADE) in both outcomes of interest was very low,
which was contributed to by several factors: The committee agreed that the study was at
high risk of bias due to self-reported outcomes potentially being affected by social desirability
bias, and there were high levels of attrition in the parent’s outcome. Results were imprecise,
in part due to small participant numbers, and were neither statistically significant nor
meaningful according to the MIDs agreed with committee. Confidence intervals indicated
potential for either harm or benefit of the intervention. The committee did discuss that the
significantly lower socioeconomic status in the intervention group might have been expected
to reduce beneficial outcomes in that group, however they did not feel that this increased
confidence in the intervention. The committee agreed that the specific setting and sample of
the study, which was primarily for indigenous populations in New Zealand, could not be
directly applied to the context in which recommendations would be made.

In addition to the limited evidence, the committee expressed reluctance to recommend an
intervention which could potentially be costly in a context where schools and local authorities
(those who would have responsibility for implementing these interventions) are operating
under budgetary restrictions, particularly when return on that investment is uncertain.

11
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1 Benefits and harms
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The committee noted that the results for parents’ willingness to supply their children with
cigarettes, and children reporting parents as their usual source of cigarettes were imprecise.
The confidence intervals indicated potential for the campaign to have caused a positive or a
negative effect. They also noted that even if the campaign was effective for reducing the risk
of children having parents as their main source of cigarettes, this could simply have shifted to
a different source (for example, friends, siblings, directly from retailers and so on). Benefits
could therefore be unclear.

The committee agreed that there was evidence of no benefit of the intervention, the one
included study suggested no effect. In addition, they noted that the intervention, and other
school-based interventions, may have benefits for learning and educational outcomes.

Cost effectiveness and resource use

The review did not identify any cost-effectiveness studies and the committee considered the
effectiveness evidence too limited to inform an economic analysis. In addition, the committee
considered that resource impact of the intervention was likely to outweigh the benefits
reported in the literature, although they acknowledged that more evidence could increase
confidence in and precision of the results.

Other factors the committee took into account

The committee considered that the evidence was so uncertain and potential resource impact
significant enough that expert testimony was not a priority for this review. The committee
discussed whether research recommendations would be beneficial in this area. They agreed
that with the changing prevalence of smoking and with the increasing restrictions on tobacco
retail that this is not a current priority for research.

Recommendations supported by this evidence review

No recommendations were made from this evidence review.

Included study list

Gautam J., Glover M., Scragg R., Bullen C., 2014. Parental and retail supply of tobacco to
minors: findings from a community-based social supply intervention study. Health Policy,
117, p120-127

12
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Reducing the supply of illicit tobacco

Review question

Which interventions are effective and cost effective at reducing the supply of illicit tobacco to
children, young people and young adults, through engaging and educating retailers and the
general public?

Do these interventions change perceptions of the social acceptability of supply of illicit
tobacco? In what way, and what aspects of interventions are perceived as having caused the
change?

Introduction

This review aims to ascertain which interventions that attempt to engage and educate both
retailers and the general public are effective at reducing supply of illicit tobacco to children,
young people and young adults. As illicit tobacco supply may be concentrated in areas of
deprivation, this is an important equality consideration.

lllicit tobacco includes brands with no legal market in the country of sale, genuine brands
brought into the country and sold without duty being paid, or illegally manufactured tobacco
made to look like recognised brands (Fresh, 2018 as part of the Keep it Out campaign; lllicit
Tobacco Partnership).

PICO table

The following table summarises the protocol for this review

Table 5: PICO inclusion criteria for interventions to reduce supply of illicit tobacco to
children, young people and young adults

Children (5-11 years old), young people (12-17 years old) and young adults
(19-24 years old)

Interventions that have a stated and measured aim of educating or
engaging with retailers and sellers of illicit tobacco, families and friends of
children, children themselves, or the general public to prevent the supply of
illicit tobacco to children, young people and young adults.

Suppliers may be related to physical premises, or online settings.

Other active interventions, including:
o Other education or engagement interventions.

o Enforcement or legislative interventions, e.g. licensing, pricing
interventions etc.

o Awareness raising interventions.
¢ Interventions combining education or engagement with other elements.
No intervention

Effectiveness studies (review question D.i.)

Critical outcomes
¢ Relative risk of a tobacco sale being a sale of illicit tobacco
e Children and young people’s self-report of how they obtain their tobacco

13
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Important outcomes

e Tobacco use status at longest available follow-up. Measured as relative
risk of using tobacco.

Where biochemically validated measures are available, these are preferred

to self-reported measures.

¢ Health-related quality of life (using validated patient-report measures, for
example EQ-5D).

o Adverse or unintended (positive or negative) effects

Qualitative studies (review question D.ii.)

e Whether interventions change participant perceptions of the social
acceptability of illicit tobacco

e How social acceptability of illicit tobacco has changed and what is
perceived as having caused the change.

Participants may be retailers; families and friends of children; young people

and young adults; children, young people and young adults themselves; or

the general public.

1 Methods and process

19

20
21
22

23
24

See methods section for RQ C.

Identification of public health evidence

Included studies

A joint search was used to identify relevant studies for review question C (proxy purchasing)
and review question D (illicit supply) combined.

As for RQ C, the main search was done in October 2018 for studies published since 1998
and in the English language. A top-up was done for studies about people aged 5-11 years.
An additional top-up search of terms related to online sales was conducted in November
2018. Website searches were conducted in line with the protocol. A total of 6481 unique
search results were identified for screening. Further details on the search strategy are
available in Appendix B.

From the combined search results, 45 articles with potential to answer review questions C or
D were ordered for full-text review. However, no effectiveness or qualitative studies met the
inclusion criteria for this review.

No systematic reviews directly matched the review criteria but those identified as relevant to
the topic area based on title and abstract were retrieved and cross-checked to ensure
inclusion of all relevant primary studies.

Excluded studies

Of the 45 articles with potential to answer review questions C or D, 44 articles were identified
for consideration but were subsequently excluded from this review. See Appendix K for a full
list of excluded studies and the reasons for exclusion.

Summary of public health studies included in the evidence review

No studies were identified for inclusion from either the database or website searches.

14
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Economic evidence

Included studies

A joint search was used to identify relevant studies for the cost effectiveness elements of
review questions A (digital mass media and apps), B (cessation campaigns), C (proxy
sales), D (illicit supply) and E (smokefree class competitions) combined. This search
incorporated the search strategies of the original effectiveness searches plus the top-up
searches and then applied an agreed cost effectiveness filter.

3,114 records were assessed against the eligibility criteria.

2,984 records were excluded based on information in the title and abstract. One reviewer
assessed all of the records and a second reviewer blind-screened 10% of the records. The
level of agreement between the two reviewers was 100%.

The full-text papers of 130 documents were retrieved and assessed and 0 studies were
assessed as meeting the eligibility criteria for research question C.i. or D.i. One reviewer
assessed all of the full texts and a second reviewer blind-screened 10% of the records. The
level of agreement between the two reviewers was 100%. For review questions C.i. and D.i.
no studies were included.

Excluded studies

130 full text documents were excluded for these review questions. The documents and the
reasons for their exclusion are listed in Appendix K — Excluded studies. Documents were
excluded for the following reasons: ineligible intervention (n=76), ineligible outcomes (n=22),
ineligible study design (n=18), ineligible patient population (n=13) and non-English language
(n=1). The selection process is shown in Appendix G

Summary of studies included in the economic evidence review

No studies were included for review questions C.i. or D.i.

Economic model

Due to the paucity and quality of effectiveness evidence these review questions were not
prioritised for economic modelling.

Resource impact

No new recommendations were made so no resource impact is expected.

The committee’s discussion of the evidence

Interpreting the evidence
The outcomes that matter most

The committee agreed that outcomes measuring the supply of illicit tobacco were the most
important outcomes to investigate for this review. It was decided that smoking status
outcomes would be considered important rather than critical because a change to smoking
status would not necessarily be due to a change in supply of illicit tobacco but could be via
another mechanism.

15
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1 The quality of the evidence

2 No evidence was identified for this review. The committee noted the absence of evidence on
3 measures which aim to engage and educate but which don’t use enforcement measures,

4 which were outside of the scope of this guideline. They decided that it would not be

5 appropriate for NICE to make recommendations solely about interventions to educate and

6 engage, which could divert resources from other areas of practice based on stronger

7 evidence.

8

Benefits and harms

9 Due to the lack of published evidence, benefits and harms of educating and engaging people
10 to reduce the supply of illicit tobacco are unclear. The committee discussed whether
11 research recommendations would be appropriate in this area. They agreed that further
12 research in this area is not a current priority.

13 Cost effectiveness and resource use

14 No cost effectiveness evidence, or evidence on which to base judgements about resource
15 use, was identified for this review.

16

17 Recommendations supported by this evidence review

18 No recommendations were made from this evidence review.

16
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1 Appendices

2 Appendix A — Review protocols

3 Review protocol for reducing proxy purchasing

ID

Field (based on PRISMA-P

Content

Review question

2.1a. Which interventions are effective and cost effective at reducing proxy purchasing?®
of tobacco on behalf of children and young people, through engaging and educating
retailers and the general public?

2.1b. Do these interventions change perceptions of the social acceptability of proxy
purchasing? In what way, and what aspects of interventions are perceived as having
caused the change?

Type of review question

Mixed methods

Objective of the review

Despite changes to legislation to regulate the sales of tobacco, 75% of secondary
school pupils that smoke report that friends, and in particular older friends (67%),
bought cigarettes for them. 53% reported that strangers bought cigarettes for them
(NHS Digital Statistics on Smoking, England — 2016). It is important to identify whether
measures to engage and educate retailers and the general public can reduce proxy
purchasing of cigarettes on behalf of children and young people, and prevent them from
taking up smoking.

3 Although proxy purchasing is defined as an adult purchasing tobacco, cigarette papers or a relevant nicotine product on behalf of a person under the age of 18, here we are
interested only in the proxy purchasing of tobacco products.

Tobacco: evidence reviews for proxy purchasing and illicit tobacco (June 2021)
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Eligibility criteria —
population/disease/condition/issue/domain

Included:
Children and young people*.
Studies will not be excluded on the basis of whether or not participants smoke®.
Excluded:
People aged 18 or over.
Included settings:
¢ Retail settings.
e Community settings.

e Schools

\% Eligibility criteria —
intervention(s)/exposure(s)/prognostic
factor(s)

Included:

Interventions that have a stated and measured aim of educating or engaging with
retailers, families and friends of children, children themselves, or the general public to
prevent the proxy purchasing of tobacco on behalf of children and young people.

4 For the purposes of this guidance, children are aged 5-11 and young people are 12-17. Young adults are 18-24 inclusive, and are not included in the population for this
review as they may legally purchase their own cigarettes, and buying cigarettes for someone aged 18 or over is not an offence.
5 ‘Smoking’ or ‘smoking habitually’ refers, unless specifically stated otherwise, to people who smoke weekly or more often. Smoking experimentally is defined as smoking less

than weekly.
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Retailers must be those who legally sell tobacco products, and may operate in physical
premises, or online.

Interventions could include:

e Education or engagement programmes for retailers through training, mass
media campaigns etc.

e Education or engagement programmes for the general public, families, or
children and young people themselves through training, mass media campaigns
etc.

e Programmes may educate or engage about the law, proof of age schemes,
regulation and law enforcement (including encouraging members of the
community to help enforce the law)

Excluded:

Interventions which aim to inform family members and peers who smoke about the
influence they exert on children and young people’s choices about tobacco.

Interventions which focus on enforcement measures such as new legal requirements or
enforcement of existing legal requirements, or test purchasing.

Interventions about national advertising changes.

Interventions aiming to reduce the sale of legal tobacco products directly to children
and young people, or to prevent the sale of illicit tobacco.

Interventions to encourage or support children and young people to quit smoking.
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VI

Eligibility criteria — comparator(s)/control
or reference (gold) standard

Included:
Other active interventions, including:
e Other education or engagement interventions.
¢ Enforcement or legislative interventions, e.g. licensing, pricing interventions etc.
e Awareness raising interventions.
¢ Interventions combining education or engagement with other elements.

No intervention

VI

Outcomes and prioritisation

Quantitative outcomes (2.1a)

Critical outcomes

e Proxy sales: number of proxy sales, relative risk of a sale being a proxy sale;
relative risk of sales people making proxy sales.

e Children and young people’s self-report of how they obtain their tobacco.

e Adults’ self-report of proxy purchase behaviour.

Trials where interventions are allocated by cluster and analysis is at the individual level
are vulnerable to unit of analysis error. To mitigate for this, studies should correct for
clustering. If no adjustment has been carried out, the review team will adjust the effect
estimates by inflating standard errors, as described in the Cochrane manual.
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Important outcomes

e Tobacco use status at longest available follow-up. Measured as relative risk of
using tobacco.

Where biochemically validated measures are available, these will be preferred to self-
reported measures.

e Attitude towards proxy purchasing (only extracted if another outcome reported,
as a potential mediator of the effect)

¢ Number of proxy purchase offences recorded.

¢ Health-related quality of life (using validated patient-report measures, for
example EQ-5D).

e Adverse or unintended (positive or negative) effects
Qualitative outcomes (2.1b)

Do eligible interventions change perceptions (of retailers, families and friends of
children, children themselves, or the general public) of the social acceptability of proxy
purchasing? In what way, and what aspects of interventions are perceived as having
caused the change?

Cost/resource use associated with the intervention

The following outcomes will be extracted in reviews of the health economic evidence,
where available:
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e cost per quality-adjusted life year
e cost per unit of effect
¢ net benefit

e net present value

cost/resource impact or use associated with the intervention or its components

VIII | Eligibility criteria — study design Included study designs:

e Systematic reviews of randomised controlled trials (RCTs)
e RCTs (including cluster RCTs)

e Non-randomised controlled trials

e Controlled before and after studies

e Interrupted time series

Qualitative studies:

e Focus groups, interview-based studies or surveys with open-ended responses.
Must be related to an eligible intervention.

Economic studies:

e Cost-utility (cost per QALY)
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e Cost benefit (i.e. net benefit)
e Cost-effectiveness (Cost per unit of effect)
e Cost minimization
e Cost-consequence
Excluded study designs:
e Cohort studies
e Cross-sectional surveys
e Correlation studies

e Case control studies

IX Other inclusion exclusion criteria .
Studies

Although direct sales of tobacco to children was covered under PH14, proxy purchasing
was not. This is a new review question for this update.

Exclusion criteria

Only papers published in the English language will be included.

Only studies carried out in OECD countries will be included (for effectiveness data) and
in the UK (for qualitative data).
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Only studies published in 1998 onwards will be included.

Only full published studies (not protocols or summaries even where they include some
data) will be included.

Systematic reviews

Relevant systematic reviews (SRs) identified from database searches will be citation
searched. Highly relevant systematic reviews may be included as a primary source of
data. These SRs will be assessed against the inclusion criteria for this protocol, and
their quality will be assessed using the ROBIS tool. Where the SR is highly relevant and
of high quality, details or data from the systematic review may be used.

In addition to any SRs meeting the above criteria, other primary studies will be included
if they were published after the publication date of the SR and meet the protocol
inclusion criteria.

Full economic analyses and costing studies identified from searches will be included.
Costing data will not be used for the purpose of the effectiveness review. Health
economics reviews and modelling will be conducted by the York Health Economics
Consortium (YHEC).

Proposed sensitivity/sub-group analysis,
or meta-regression

The following factors will be of interest in any meta-regression or subgroup analyses:

e Primary target of intervention
o Child versus other
e Mode of delivery
o education and engagement through direct training compared with mass
media campaigns
o single mode vs multi-mode.
e Other intervention aspects
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o longevity
o setting (large vs small retailers)

Xl

Selection process — duplicate
screening/selection/analysis

The review will use the priority screening function within the EPPI-reviewer systematic
reviewing software.

Double screening will be carried out for 10% of titles and abstracts by a second
reviewer. Disagreements will be resolved by discussion. Inter-rater reliability will be
assessed and reported. If below 90%, a second round of 10% double screening will be
considered.

The study inclusion and exclusion lists will be checked with members of the PHAC to
ensure no studies are excluded inappropriately.

Xl

Data management (software)

EPPI Reviewer will be used:

to store lists of citations

to sift studies based on title and abstract

to record decisions about full text papers

to order freely available papers via retrieval function

to request papers via NICE guideline Information Services
to store extracted data

Cochrane Review Manager 5 will be used to perform meta-analyses. Any meta-
regression analyses will be undertaken using the R software package.

Qualitative data will be summarised using secondary thematic analysis. A matrix
approach will be used to compare findings with quantitative evidence.
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Xl

Information sources — databases and
dates

The same search will be used to identify evidence for both RQ2.1 and RQ2.2 because
of the overlapping concepts.

The following methods will be used to identify the evidence:

e the databases listed below will be searched with an appropriate strategy.
the websites listed below will be searched or browsed with an appropriate strategy.

e studies included in the surveillance reviews for PH14 will be added to the search
results.

e selected studies that are potentially relevant to the current review will be identified
from the bibliography of any systematic reviews identified during the search process
that are not being included in their own right.

o forward citation searching will be done using selected studies prioritised from the
scoping searches, surveillance reviews or any relevant systematic reviews identified
in the search process.

Database strategies

The database strategy will be adapted as appropriate from the one used in PH14 in
2007, taking into account the resources available to this review, the subscriptions that
NICE has, changes in indexing policies and the final scope for the current evidence
reviews.

The principal search strategy is listed in Appendix A. The search strategy will take this
broad approach:

Tobacco AND (Proxy sales OR Under age sales)
OR

Tobacco AND Retail AND Young people

OR

Tobacco AND lllicit activities AND Retail
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OR
Tobacco AND lllicit activities AND Young people
AND 1998-Current AND Limits

Feedback on the principal database strategy was sought from PHAC members and an
additional search will be done to cover:

Tobacco AND Online sales
AND 1998-Current AND Limits

The principal search strategy will be developed in MEDLINE (Ovid interface) and then
adapted, as appropriate, for use in the other sources listed, taking into account their
size, search functionality and subject coverage. The databases will be:

e Applied Social Science Index and Abstracts (ASSIA) via ProQuest

e Cochrane Central Register of Controlled Trials (CENTRAL) via Wiley
e Cochrane Database of Systematic Reviews (CDSR) via Wiley

e EconlLit via Ovid

e Embase via Ovid

e Health Management Information Consortium (HMIC) via Ovid

e MEDLINE via Ovid

e MEDLINE-in-Process (including Epub Ahead-of-Print) via Ovid

e PsycINFO via Ovid

e Social Policy and Practice (SPP) via Ovid

Database search limits
Database functionality will be used, where available, to exclude:
e non-English language papers
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animal studies

editorials, letters and commentaries

conference abstracts and posters

registry entries for ongoing or unpublished clinical trials
duplicates.

Sources will be searched from 1998 to current.

The database search strategies will not use any search filters for specific study types.

Cost effectiveness evidence

A separate search will be done for cost effectiveness evidence. The following
databases will be searched again with agreed study-type search filters applied to a
strategy based on the one in Appendix A:

e Embase via Ovid

e MEDLINE via Ovid

e MEDLINE-in-Process (including Epub Ahead-of-Print) via Ovid

In addition, the following sources will be searched without study-type filters:
e Campbell Collaboration via https://campbellcollaboration.org/library.html

e EconlLit via Ovid
e HTA database via CRD https://www.crd.york.ac.uk/CRDWeb/
e NHS EED via CRD https://www.crd.york.ac.uk/CRDWeb

The main website results will be rescanned to check if there are any results potentially
relevant to cost effectiveness.
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Citation searching

Forward citation searching will be conducted using Web of Science (WOS) Core
Collection. Only those references which NICE can access through its WOS subscription
will be added to the search results. Only papers published in 1998-Current and in the
English language will be included in the search results. Duplicates will be removed in
WOS before downloading.

Websites
The following websites will be searched with an appropriate strategy:
e EconBiz via https://www.econbiz.de

e Health Services/Technology Assessment Texts (HSTAT)
https://www.ncbi.nIm.nih.gov/books/NBK16710

e NICE Evidence Search https://www.evidence.nhs.uk

e Tobacco Control Database for the WHO European Region
http://data.euro.who.int/tobacco

The websites of relevant organisations, including the ones below, will be browsed:
e Action on Smoking and Health (ASH) http://ash.org.uk/home

e British Independent Retailers Association (BIRA) https://bira.co.uk

e British Retail Consortium https://brc.org.uk

e Chartered Trading Standards Institute (CTSI) https://www.tradingstandards.uk
e Federation of Independent Retailers (NFRN) https://nfrnonline.com

e Local Government Association https://www.local.gov.uk

¢ National Centre for Smoking Cessation and Training http://www.ncsct.co.uk

e National Trading Standards http://www.nationaltradingstandards.uk

e Northern Ireland Assembly http://www.niassembly.gov.uk/
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Public Health England https://www.gov.uk/government/organisations/public-health-

england
Royal College of Paediatrics and Child Health https://www.rcpch.ac.uk/

Royal College of Physicians https://www.rcplondon.ac.uk

Scottish Government https://www.gov.scot

Smokefree NHS https://www.nhs.uk/smokefree

Smoking Toolkit Study http://www.smokinginengland.info

Treat Tobacco http://www.treatobacco.net/en/index.php

UK Centre for Tobacco and Alcohol Studies http://ukctas.net/index.html

University of Bath Tobacco Control Research Group
https://researchportal.bath.ac.uk/en/organisations/uk-centre-for-tobacco-control-
studies

University of Stirling Centre for Tobacco Control Research
https://www.stir.ac.uk/about/faculties-and-services/health-sciences-
sport/research/research-groups/centre-for-tobacco-control-research/publications

Welsh Government https://gov.wales/?lang=en

The website results will be reviewed on screen and documents in English and
published from 1998-Current that are potentially relevant to review question 2.1 or 2.2
will be listed with their title and abstract (if available) in a Word document. The initial
screening decision will be made using this Word file. Any items selected for review at
full text will be added to EPPI-Reviewer.

Quality assurance

The guidance Information Services team at NICE will quality assure the principal search
strategy and peer review the strategies for the other databases.
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Any revisions or additional steps will be agreed by the review team before being
implemented. Any deviations and a rationale for them will be recorded alongside the
search strategies.
Search results
The database search results will be downloaded to EndNote before duplicates are
removed using automated and manual processes. The de-duplicated file will be
exported in RIS format for loading into EPPI-Reviewer for data screening.
XV
Identify if an update Although direct sales of tobacco to children was covered under PH14 [published July
2008], proxy purchasing was not. This is a new review question for this update.
XV Please see the guideline development page.
Author contacts
XVI o . For details please see section 4.5 of Developing NICE guidelines: the manual
Highlight if amendment to previous
protocol
XVII For details please see appendix B
Search strategy — for one database
XVII ) ) A standardised evidence table format will be used, and published as appendix D
Data collection process — forms/duplicate (effectiveness evidence tables) or H (economic evidence tables).
XIX _ . ] For details please see evidence tables in appendix D (effectiveness evidence tables) or
Data items — define all variables to be H (economic evidence tables).
collected
XX ) ) Standard study checklists will be used to critically appraise individual studies. For
Methods for assessing bias at details please see Appendix H of Developing NICE guidelines: the manual
outcome/study level
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The risk of bias across all available evidence will be evaluated for each outcome using
an adaptation of the ‘Grading of Recommendations Assessment, Development and
Evaluation (GRADE) toolbox’ developed by the international GRADE working group
http://www.gradeworkinggroup.org/

GRADE will be used to assess confidence in the findings from quantitative evidence
synthesis.

GRADE-CERQual will be used to assess confidence in the findings from qualitative
evidence syntheses.

XXI

Criteria for quantitative synthesis (where
suitable)

For details please see section 6.4 of Developing NICE guidelines: the manual

Non-randomised studies are at risk of confounding. These studies should adjust for
confounders which are decided by the committee to have important potential to affect
the result, or the allocation into intervention or control groups. These factors are:

- Peer or family smoking

- Baseline smoking status (where sample includes people who smoke)

- Socioeconomic status

Where adjusted results are provided, these will be used in analysis. Where no
adjustment has taken place, this will be considered when assessing risk of bias.

XX

Methods for analysis — combining studies
and exploring (in)consistency

Heterogeneity

Tobacco:

evidence reviews for proxy purchasing and illicit tobacco (June 2021)

32



http://www.gradeworkinggroup.org/
http://www.gradeworkinggroup.org/
http://www.cerqual.org/
https://www.nice.org.uk/article/pmg20/chapter/6-Reviewing-research-evidence#assessing-the-quality-of-the-evidence

DRAFT FOR CONSULTATION

Data from different studies will be pooled in a meta-analysis where they are
investigating the same outcome and where the resulting meta-analysis may be useful
for decision-making.

Cluster and individual randomised controlled trials will be pooled. Randomised and non-
randomised controlled studies investigating the same outcomes will be pooled. Results
will be stratified by design (cluster, individual, randomised and non-randomised for a
maximum of four groups stratified) and the P value of the interaction between study
design and effect evaluated. A P value of <0.2 will be considered significant. If
interaction is significant, results will be presented separately for each group, but if not,
will be presented with one averaged effect estimate.

It is anticipated that studies included in the review will be heterogeneous with respect to
participants, interventions, comparators, setting and study design. Where significant
between study heterogeneity in methodology, population, intervention or comparator is
identified by the reviewer in advance of data analysis, random effects models will be
used. If methodological heterogeneity is not identified in advance but the 12 value is
250%, random effects models will also be used.

If the 12 value is above 50%, heterogeneity will be judged to be serious and so will be
downgraded by one level in GRADE.

If the I? value is above 75%, heterogeneity will be judged to be very serious and will be
downgraded by two levels in GRADE.

If the studies are found to be too heterogeneous to be pooled statistically, a narrative
synthesis will be conducted.

Imprecision
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No minimally important difference (MID) thresholds relevant to this guideline were
identified from the COMET database or other published source. MIDs were agreed by
committee.

Uncertainty is introduced where confidence intervals cross the MID threshold. If the
confidence interval crosses one lower MID threshold, this indicates ‘serious’ risk of
imprecision. Crossing both MID thresholds indicates ‘very serious’ risk of imprecision in
the effect estimate. Where the MID is ‘any significant change’ there is effectively only
one threshold (the line of no effect), and so only one opportunity for downgrading. In
this instance, outcomes will be downgraded again if they are based on small samples
(<300 people).

MIDs for outcomes will be included in the methods section of the individual reviews.

Describe contributions of authors and
guarantor

XXII , o , For details please see Appendix H of Developing NICE guidelines: the manual.
Meta-bias assessment — publication bias,
selective reporting bias

XXIV . _ _ For details please see sections 6.4 and 9.1 of Developing NICE guidelines: the manual.
Assessment of confidence in cumulative
evidence

XXV | Rationale/context — Current management | For details please see the introduction to the evidence review.

XXVI A multidisciplinary committee will develop the guideline. The committee will be

convened by Public Health Internal Guidelines Development (PH-IGD) team and
chaired by Sharon Hopkins in line with section 3 of Developing NICE guidelines: the
manual.

Staff from Public Health Internal Guidelines Development team_will undertake
systematic literature searches, appraise the evidence, conduct meta-analysis where
appropriate and draft the guideline in collaboration with the committee. Cost-
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effectiveness analysis will be conducted by YHEC where appropriate. For details
please see Developing NICE guidelines: the manual.
XXVII _ PH-IGD is funded and hosted by NICE
Sources of funding/support
XXVIII PH-IGD is funded and hosted by NICE
Name of sponsor
XXIX NICE funds PH-IGD to develop guidelines for those working in the NHS, public health
Roles of sponsor and social care in England.
. . [If registered, add PROSPERO registration number]
XXX | PROSPERO registration number

1 Review protocol for reducing illicit sales

2

ID Field (based on PRISMA-P Content
I Review question o _ ) . . o
2.2a. Which interventions are effective and cost effective at reducing the supply of illicit
tobacco to children, young people and young adults, through engaging and educating
retailers and the general public?
2.2b. Do these interventions change perceptions of the social acceptability of supply of
illicit tobacco? In what way, and what aspects of interventions are perceived as having
caused the change?
Il _ . Mixed methods
Type of review question
I o . This review aims to ascertain which interventions that attempt to engage and educate
Objective of the review both retailers and the general public are effective at reducing supply of illicit tobacco to
Tobacco: evidence reviews for proxy purchasing and illicit tobacco (June 2021)
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children, young people and young adults. As illicit tobacco supply may be concentrated
in areas of deprivation, this is an important equality consideration.

lllicit tobacco includes brands with no legal market in the country of sale, genuine
brands brought into the country and sold without duty being paid, or illegally
manufactured tobacco made to look like recognised brands (Fresh, 2018 as part of the
Keep it Out campaign, www.keep-it-out.co.uk.for-retailers/; lllicit Tobacco Partnership).

v o o Included:
Eligibility criteria —

population/disease/condition/issue/domain Children, young people and young adults®.

Studies where the sample includes both people who do and do not smoke habitually’
will be included.

Excluded:
People aged 25 or over.
Included settings:

¢ Retail settings.

e Community settings.

e Educational settings

6 For the purposes of this guidance, children are aged 5-11, young people are 12-17 and young adults are 18-24 inclusive.
7 ‘Smoking’ or ‘smoking habitually’ refers, unless specifically stated otherwise, to people who smoke weekly or more often. Smoking experimentally is defined as smoking less
than weekly.
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\ Eligibility criteria — Included:
intervention(s)/exposure(s)/prognostic
factor(s) Interventions that have a stated and measured aim of educating or engaging with

retailers and sellers of illicit tobacco, families and friends of children, children
themselves, or the general public to prevent the supply of illicit tobacco to children,
young people and young adults.

Retailers and sellers may operate in physical premises, or online.
Interventions could include:

e Education or engagement programmes for retailers and sellers through training,
mass media campaigns etc.

e Education or engagement programmes for the general public or families and
friends of young people through training, mass media campaigns etc.

e Interventions which raise awareness of retailers, general public, families of
young people or young people themselves.

Excluded:

Interventions which aim to inform family members and peers who smoke about the
influence they exert on children and young people’s choices about tobacco.

Interventions which focus on enforcement measures such as new legal requirements or
enforcement of existing legal requirements, or test purchasing.

Interventions on national advertising changes.
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Interventions aiming to reduce the sale of legal tobacco products directly to children
and young people either directly or by proxy.

Interventions to encourage or support children and young people to quit smoking.

\

Eligibility criteria — comparator(s)/control
or reference (gold) standard

Included:
Other active interventions, including:
e Other education or engagement interventions.
¢ Enforcement or legislative interventions, e.g. licensing, pricing interventions etc.
e Awareness raising interventions.
¢ Interventions combining education or engagement with other elements.

No intervention.

VI

Outcomes and prioritisation

Quantitative outcomes

Critical outcomes

e Relative risk of a tobacco sale being a sale of illicit tobacco
e Children and young people’s self-report of how they obtain their tobacco

Trials where interventions are allocated by cluster and analysis is at the individual level
are vulnerable to unit of analysis error. To mitigate for this, studies should correct for
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clustering. If no adjustment has been carried out, the review team will adjust the effect
estimates by inflating standard errors, as described in the Cochrane manual.

Important outcomes

e Tobacco use status at longest available follow-up. Measured as relative risk of
using tobacco.

Where biochemically validated measures are available, these will be preferred to self-
reported measures.

e Adverse or unintended (positive or negative) effects.

¢ Health-related quality of life (using validated patient-report measures, for
example EQ-5D).

Qualitative outcomes (2.1b)

Do eligible interventions change perceptions (of retailers, families and friends of
children, children themselves, or the general public) of the social acceptability of illicit
tobacco? In what way, and what aspects of interventions are perceived as having
caused the change?

Cost/resource use associated with the intervention

The following outcomes will be extracted in reviews of the health economic evidence,
where available:

e cost per quality-adjusted life year
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e cost per unit of effect
¢ net benefit
e net present value

e cost/resource impact or use associated with the intervention or its components

VIII | Eligibility criteria — study design

Included study designs:

Systematic reviews of randomised controlled trials (RCTs)

RCTs (including cluster RCTs)

Non-randomised controlled trials

Controlled before and after studies

Interrupted time series

In the absence of sufficient data, the following study designs will be considered.
Otherwise, they will be excluded:

e ‘Before-and-after’ intervention studies (i.e. where there is at least one follow up
measure after baseline) and interrupted time series studies.

Qualitative studies:
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e Focus groups, interview-based studies or surveys with open-ended responses.
Must be related to an eligible intervention.

Economic studies:

e Cost-utility (cost per QALY)
e Cost benefit (i.e. net benefit)
e Cost-effectiveness (Cost per unit of effect)
e Cost minimization
e Cost-consequence
Excluded study designs:
e Cohort studies
e Cross-sectional surveys
e Correlation studies

e Case control studies

IX Other inclusion exclusion criteria .
Studies

Tobacco: evidence reviews for proxy purchasing and illicit tobacco (June 2021)
41



DRAFT FOR CONSULTATION

Although direct sales of tobacco to children was covered under PH14, supply of illicit
tobacco was not. This is a new review question for this update.

Exclusion criteria

¢ Mixed populations (for example, study samples that also include people 25 and
over, with insufficient disaggregation to enable data relevant to this review to be
extracted).

Only papers published in the English language will be included.

Only studies carried out in OECD countries will be included (for effectiveness data) and
in the UK (for qualitative data).

Only studies published in 1998 onwards will be included.

Only full published studies (not protocols or summaries even where they include some
data) will be included.

Systematic reviews

Relevant systematic reviews (SRs) identified from database searches will be citation
searched. Highly relevant systematic reviews may be included as a primary source of
data. These SRs will be assessed against the inclusion criteria for this protocol, and
their quality will be assessed using the ROBIS tool. Where the SR is highly relevant and
of high quality, details or data from the systematic review may be used.

In addition to any SRs meeting the above criteria, other primary studies will be included
if they were published after the publication date of the SR and meet the protocol
inclusion criteria.
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Full economic analyses and costing studies identified from searches will be included.
Costing data will not be used for the purpose of the effectiveness review. Health
economics reviews and modelling will be conducted by the York Health Economics
Consortium (YHEC).

Data management (software)

X
Proposed sensitivity/sub-group analysis, *
or meta-regression The following factors will be of interest in any meta-regression or subgroup analyses:
e Primary target of intervention
o Child versus other
¢ Mode of delivery
o education and engagement through direct training compared with mass
media campaigns
o single mode vs multi-mode.
e Other intervention aspects
o longevity.
Xl ) ] The review will use the priority screening function within the EPPI-reviewer systematic
Selection process — duplicate reviewing software.
screening/selection/analysis
Double screening will be carried out for 10% of titles and abstracts by a second
reviewer. Disagreements will be resolved by discussion. Inter-rater reliability will be
assessed and reported. If below 90%, a second round of 10% double screening will be
considered.
The study inclusion and exclusion lists will be checked with members of the PHAC to
ensure no studies are excluded inappropriately.
XII

EPPI Reviewer will be used:

e to store lists of citations
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to sift studies based on title and abstract

to record decisions about full text papers

to order freely available papers via retrieval function

to request papers via NICE guideline Information Services
to store extracted data

Cochrane Review Manager 5 will be used to perform meta-analyses. Any meta-
regression analyses will be undertaken using the R software package.

Qualitative data will be summarised using secondary thematic analysis. A matrix
approach will be used to compare findings with quantitative evidence.

X1l

Information sources — databases and
dates

The same search will be used to identify evidence for both RQ2.1 and RQ2.2 because
of the overlapping concepts.

The following methods will be used to identify the evidence:

the databases listed below will be searched with an appropriate strategy.

the websites listed below will be searched or browsed with an appropriate strategy.
studies included in the surveillance reviews for PH14 will be added to the search
results.

selected studies that are potentially relevant to the current review will be identified
from the bibliography of any systematic reviews identified during the search process
that are not being included in their own right.

forward citation searching will be done using selected studies prioritised from the
scoping searches, surveillance reviews or any relevant systematic reviews identified
in the search process.

Database strategies

The database strategy will be adapted as appropriate from the one used in PH14 in
2007, taking into account the resources available to this review, the subscriptions that
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NICE has, changes in indexing policies and the final scope for the current evidence
reviews.

The principal search strategy is listed in Appendix A. The search strategy will take this
broad approach:

Tobacco AND (Proxy sales OR Under age sales)

OR
Tobacco AND Retail AND Young people
OR
Tobacco AND lllicit activities AND Retail
OR

Tobacco AND lllicit activities AND Young people
AND 1998-Current AND Limits

Feedback on the principal database strategy was sought from PHAC members and an
additional search will be done to cover:

Tobacco AND Online sales
AND 1998-Current AND Limits

The principal search strategy will be developed in MEDLINE (Ovid interface) and then
adapted, as appropriate, for use in the other sources listed, taking into account their
size, search functionality and subject coverage. The databases will be:

e Applied Social Science Index and Abstracts (ASSIA) via ProQuest

e Cochrane Central Register of Controlled Trials (CENTRAL) via Wiley
e Cochrane Database of Systematic Reviews (CDSR) via Wiley

e EconlLit via Ovid
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e Embase via Ovid

¢ Health Management Information Consortium (HMIC) via Ovid
e MEDLINE via Ovid

e MEDLINE-in-Process (including Epub Ahead-of-Print) via Ovid
e PsycINFO via Ovid

e Social Policy and Practice (SPP) via Ovid

Database search limits

Database functionality will be used, where available, to exclude:
non-English language papers

animal studies

editorials, letters and commentaries

conference abstracts and posters

registry entries for ongoing or unpublished clinical trials
duplicates.

Sources will be searched from 1998 to current.

The database search strategies will not use any search filters for specific study types.

Cost effectiveness evidence

A separate search will be done for cost effectiveness evidence. The following
databases will be searched again with agreed study-type search filters applied to a
strategy based on the one in Appendix A:

e Embase via Ovid

e MEDLINE via Ovid

e MEDLINE-in-Process (including Epub Ahead-of-Print) via Ovid
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In addition, the following sources will be searched without study-type filters:
e Campbell Collaboration via https://campbellcollaboration.org/library.html

e EconlLit via Ovid
e HTA database via CRD https://www.crd.york.ac.uk/CRDWeb/
e NHS EED via CRD https://www.crd.york.ac.uk/CRDWeb

The main website results will be rescanned to check if there are any results potentially
relevant to cost effectiveness.

Citation searching

Forward citation searching will be conducted using Web of Science (WOS) Core
Collection. Only those references which NICE can access through its WOS subscription
will be added to the search results. Only papers published in 1998-Current and in the
English language will be included in the search results. Duplicates will be removed in
WOS before downloading.

Websites
The following websites will be searched with an appropriate strategy:
e EconBiz via https://www.econbiz.de

e Health Services/Technology Assessment Texts (HSTAT)
https://www.ncbi.nlm.nih.gov/books/NBK16710

e NICE Evidence Search https://www.evidence.nhs.uk

e Tobacco Control Database for the WHO European Region
http://data.euro.who.int/tobacco

The websites of relevant organisations, including the ones below, will be browsed:
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e Action on Smoking and Health (ASH) http://ash.org.uk/home

¢ British Independent Retailers Association (BIRA) https://bira.co.uk

e British Retail Consortium https://brc.org.uk

e Chartered Trading Standards Institute (CTSI) https://www.tradingstandards.uk
e Federation of Independent Retailers (NFRN) https://nfrnonline.com

¢ HM Revenue & Customs https://www.gov.uk/government/organisations/hm-
revenue-customs

e lllicit Tobacco Partnership https://www.illicit-tobacco.co.uk/problem/illicit-tobacco
e Local Government Association https://www.local.gov.uk

e National Centre for Smoking Cessation and Training http://www.ncsct.co.uk

¢ National Trading Standards http://www.nationaltradingstandards.uk

¢ Northern Ireland Assembly http://www.niassembly.gov.uk/

e Public Health England https://www.gov.uk/government/organisations/public-health-
england
¢ Royal College of Paediatrics and Child Health https://www.rcpch.ac.uk/

¢ Royal College of Physicians https://www.rcplondon.ac.uk
e Scottish Government https://www.gov.scot

e Smokefree NHS https://www.nhs.uk/smokefree

e Smoking Toolkit Study http://www.smokinginengland.info

e Treat Tobacco http://www.treatobacco.net/en/index.php
e UK Centre for Tobacco and Alcohol Studies http://ukctas.net/index.html

e University of Bath Tobacco Control Research Group
https://researchportal.bath.ac.uk/en/organisations/uk-centre-for-tobacco-control-
studies
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e University of Stirling Centre for Tobacco Control Research
https://www.stir.ac.uk/about/faculties-and-services/health-sciences-
sport/research/research-groups/centre-for-tobacco-control-research/publications

e Welsh Government https://gov.wales/?lang=en

The website results will be reviewed on screen and documents in English and
published from 1998-Current that are potentially relevant to review question 2.1 or 2.2
will be listed with their title and abstract (if available) in a Word document. The review
team will make an initial screening decision using this Word file. Any items selected for
review at full text will be added to EPPI-Reviewer.

Quality assurance

The guidance Information Services team at NICE will quality assure the principal search
strategy and peer review the strategies for the other databases.

Any revisions or additional steps will be agreed by the review team before being
implemented. Any deviations and a rationale for them will be recorded alongside the
search strategies.

Search results

The database search results will be downloaded to EndNote before duplicates are
removed using automated and manual processes. The de-duplicated file will be
exported in RIS format for loading into EPPI-Reviewer for data screening.

Author contacts

XV
Identify if an update Although direct sales of tobacco to children was covered under PH14 [published July
2008], supply of illicit tobacco was not. This is a new review question for this update.
XV Please see the guideline development page.
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Criteria for quantitative synthesis (where
suitable)

XVI o ) For details please see section 4.5 of Developing NICE guidelines: the manual
Highlight if amendment to previous
protocol
XVII For details please see appendix B
Search strategy — for one database
XVII ) ) A standardised evidence table format will be used, and published as appendix D
Data collection process — forms/duplicate (effectiveness evidence tables) or H (economic evidence tables).
XIX ) ] ) For details please see evidence tables in appendix D (effectiveness evidence tables) or
Data items — define all variables to be H (economic evidence tables).
collected
XX ) ) Standard study checklists will be used to critically appraise individual studies. For
Methods for assessing bias at details please see Appendix H of Developing NICE guidelines: the manual
outcome/study level
The risk of bias across all available evidence will be evaluated for each outcome using
an adaptation of the ‘Grading of Recommendations Assessment, Development and
Evaluation (GRADE) toolbox’ developed by the international GRADE working group
http://www.gradeworkinggroup.org/
GRADE will be used to assess confidence in the findings from quantitative evidence
synthesis.
GRADE-CERQual will be used to assess confidence in the findings from qualitative
evidence syntheses.
XXI For details please see section 6.4 of Developing NICE guidelines: the manual

Non-randomised studies are at risk of confounding. These studies should adjust for
confounders which are decided by the committee to have important potential to affect
the result, or the allocation into intervention or control groups. These factors are:
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- Peer or family smoking
- Baseline smoking status (where sample includes people who smoke)
- Socioeconomic status

Where adjusted results are provided, these will be used in analysis. Where no
adjustment has taken place, this will be considered when assessing risk of bias.

XXl

Methods for analysis — combining studies
and exploring (in)consistency

Heterogeneity

Data from different studies will be pooled in a meta-analysis where they are
investigating the same outcome and where the resulting meta-analysis may be useful
for decision-making.

Cluster and individual randomised controlled trials will be pooled. Randomised and non-
randomised controlled studies investigating the same outcomes will be pooled. Results
will be stratified by design (cluster, individual, randomised and non-randomised for a
maximum of four groups stratified) and the P value of the interaction between study
design and effect evaluated. A P value of <0.2 will be considered significant. If
interaction is significant, results will be presented separately for each group, but if not,
will be presented with one averaged effect estimate.

It is anticipated that studies included in the review will be heterogeneous with respect to
participants, interventions, comparators, setting and study design. Where significant
between study heterogeneity in methodology, population, intervention or comparator is
identified by the reviewer in advance of data analysis, random effects models will be
used. If methodological heterogeneity is not identified in advance but the |12 value is
>50%, random effects models will also be used.
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If the 12 value is above 50%, heterogeneity will be judged to be serious and so will be
downgraded by one level in GRADE.

If the 12 value is above 75%, heterogeneity will be judged to be very serious and will be
downgraded by two levels in GRADE.

If the studies are found to be too heterogeneous to be pooled statistically, a narrative
synthesis will be conducted.

Imprecision

No minimally important difference (MID) thresholds relevant to this guideline were
identified from the COMET database or other published source. MIDs were agreed by
committee.

Uncertainty is introduced where confidence intervals cross the MID threshold. If the
confidence interval crosses one lower MID threshold, this indicates ‘serious’ risk of
imprecision. Crossing both MID thresholds indicates ‘very serious’ risk of imprecision in
the effect estimate. Where the MID is ‘any significant change’ there is effectively only
one threshold (the line of no effect), and so only one opportunity for downgrading. In
this instance, outcomes will be downgraded again if they are based on small samples
(<300 people).

MIDs for outcomes will be included in the methods section of the individual reviews.

XXII _ o , For details please see Appendix H of Developing NICE guidelines: the manual.
Meta-bias assessment — publication bias,
selective reporting bias

XXIV . _ . For details please see sections 6.4 and 9.1 of Developing NICE guidelines: the manual.
Assessment of confidence in cumulative
evidence

XXV | Rationale/context — Current management | For details please see the introduction to the evidence review.
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XXVI ] o A multidisciplinary committee will develop the guideline. The committee will be
Describe contributions of authors and convened by Public Health Internal Guidelines Development (PH-IGD) team and
guarantor chaired by Sharon Hopkins in line with section 3 of Developing NICE guidelines: the

manual.

Staff from Public Health Internal Guidelines Development team_will undertake
systematic literature searches, appraise the evidence, conduct meta-analysis where
appropriate and draft the guideline in collaboration with the committee. Cost-
effectiveness analysis will be conducted by YHEC where appropriate. For details
please see Developing NICE guidelines: the manual.

XXVII . PH-IGD is funded and hosted by NICE
Sources of funding/support

XXVIII PH-IGD is funded and hosted by NICE
Name of sponsor

XXIX NICE funds PH-IGD to develop guidelines for those working in the NHS, public health
Roles of sponsor and social care in England.

. . [If registered, add PROSPERO registration number]

XXX | PROSPERO registration number
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Appendix B — Literature search strategies

Search approach

A joint search was done for RQ C and RQ D because there was overlap in the search terms
required to describe the retail setting adequately.

Three searches were done to cover RQ C and RQ D.
e The main search was done on 3 October 2018
e A top-up search for children aged 5-11 was done on 14 December 2018
e A top-up search for online sales was done on 29 November 2018.

The MEDLINE searches below were run after QA, peer review and consultation with the
committee. The strategies were adapted as appropriate to the other databases listed in the

protocol (see the sources tables below).

Additional search results were obtained from the surveillance review for PH14, the scoping
searches for this topic and from forwards citation searching using Web of Science.

Further searches were undertaken for grey literature using the websites listed in the protocol.
These results were screened separately in Word.

Full details of all the search strategies are available in a separate document from the NICE
guidance Information Services team.

Main search

Sources searched to identify the evidence

Database name Date Platform | Database segment or version No. of
records

Applied Social 03/10/18 | ProQuest | 1987 - current 750

Science Index and

Abstracts (ASSIA)

Cochrane Central 03/10/18 | Wiley Cochrane Central Register of Controlled Trials 222

Register of Issue 10 of 12, October 2018

Controlled Trials

(CENTRAL)

Cochrane 03/10/18 | Wiley Cochrane Database of Systematic Reviews 7

Database of Issue 10 of 12, October 2018

Systematic

Reviews (CDSR)

EconLit 03/10/18 | Ovid Econlit 1886 to September 27, 2018 87

Embase 03/10/18 | Ovid Embase 1974 to 2018 October 2 2381

Health 03/10/18 | Ovid HMIC Health Management Information 203

Management Consortium 1979 to July 2018

Information

Consortium (HMIC)

MEDLINE 03/10/18 | Ovid Ovid MEDLINE(R) 1946 to October 02, 2018 2860

MEDLINE-in- 03/10/18 | Ovid Ovid MEDLINE(R) Epub Ahead of Print 372

Process (including
Epub Ahead-of-
Print)

October 02, 2018, Ovid MEDLINE(R) In-
Process & Other Non-Indexed Citations
October 02, 2018
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PsycINFO 03/10/18 | Ovid PsycINFO 1806 to September Week 4 2018 1289
Social Policy and 03/10/18 | Ovid Social Policy and Practice 201807 109
Practice (SPP)

Surveillance 03/10/18 | - - 3
reviews for PH14

Scoping searches 03/10/18 | - - 12
Forwards citation 03/10/18 | Web of Web of Science Core Collection (1990- 446
searching Science present)

Database strategy — main search as run in MEDLINE and adapted for other sources

Database(s): Ovid MEDLINE(R) 1946 to October 02, 2018

|# ||Searches ||Resu|ts |
|1 ||exp "tobacco use"/ || 1882|
2 |{tobacco/ | 28800
|3 |"tobacco use disorder"/ || 10417|
|4 "tobacco use cessation"/ || 1029|
|5 |"tobacco use cessation products"/ || 1493|
6 |lsmoking/ | 133565
|7 Hexp Pipe smoking/ || 58|
|8 ||smoking reduction/ || 14|
|9 |"smoking cessation"/ || 25974|
[10 |[Smokers/ | 442
111 |lexp Smoking Devices/ | 7739
|12 ||smoking prevention/ || 17400|
|13 ||(smoking* or smoker* or antismok™* or anti smok* or anti-smok*).ti,ab. || 201985|
|14 ||(tobacco* or cigar® or cigs).ti,ab. || 122142|
|15 H(bidi or bidis or beedi or beedis or kretek* or hand roll* or handroll* or rollies).ti,ab. || 473|
(waterpipe™ or water pipe* or dokha or dokhas or hookah or hookahs or hooka or hookas
16 . : : 1401
or shisha or shishas or sheesha or sheeshas).ti,ab.
[17 Jlor/1-16 | 299291]
((proxy™* or proxies*) adj3 (trading* or trade or trades or sold* or sale* or sell or sells or
supply* or supplied or supplies or retail* or vend or vends or vending or shopping or
18 - R N X " 163
shopped or selling* or purchas* or bought* or buys or buy or buying or consumer* or
customer* or shop or shops or obtain* or procur*)).ti,ab.
19 ((proxy™* or proxies*) adj3 (parent* or mother* or father* or family* or families* or relatives 1059
or friend* or sibling* or brother* or sister* or adult or adults or older*)).ti,ab.
((underage* or under age* or under-age*) adj3 (trading* or trade or trades or sold* or
sale* or sell or sells or supply* or supplied or supplies or retail* or vend or vends or
20 . : A - . 124
vending or shopping or shopped or selling® or purchas* or bought* or buys or buy or
buying or consumer* or customer™ or shop or shops or obtain* or procur®)).ti,ab.
|21 ||(age* adj3 (verify* or verifies* or verification* or verified* or proof* or prove*)).ti,ab. || 31 77|
((identity* or identification* or ID) adj3 (verify* or verifies* or verification* or verified* or
22 * * ; * % * *\) £ 10986
proof* or prove* or evidence* or show* or demand* or request®)).ti,ab.
123 |lor/18-22 | 15460
24 ][17 and 23 | 335|
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125 |lsmall business/ | 231]
|26 ||commerce/ || 22696|

(retail* or newsagent* or shopkeeper* or shop keeper* or vendor* or supermarket* or
store keeper* or storekeeper* or merchant® or tobacconist* or shop or shops or shopping
27 ||lor shopped or store or stores or "off licence*" or "off license*" or offlicence* or offlicense* 304064
or business™* or commerce* or commercial* or trading* or trade or trades or trader™ or
"sales assistant™ or shopworker* or seller* or "super market™).ti,ab.

28 |jor/25-27 | 317333]
29 |[Minors/ | 2467
|30 ||Ado|escent Behavior/ or Adolescent/ or Adolescent Health/ or Adolescent Development/ || 1887587|
131 ||Child Behavior/ or Child/ or Child Development/ | 1602200
32 |lyoung adult/ | 689957
33 ||students/ | 50411]

(young* adj2 (adult* or person* or people* or men or man or women or woman or male* or

34 female*)).ti,ab. 183246
(child* or adolescen* or kid or kids or youth* or youngster* or minor or minors or
underage* or under-age* or "under age*" or teen or teens or teenager* or juvenile* or boy

35 : . . . w o 1774885
or boys or boyhood or girl or girls or girlhood or schoolchild* or "school age*" or
schoolage™ or pupil or pupils or student®).ti,ab.

|36 ||("under 18" or "under eighteen*" or "under 25" or "under twenty five*").ti,ab. || 3067|

(("twelve" or "thirteen" or "fourteen” or "fifteen” or "sixteen" or "seventeen" or "eighteen" or
37 ||"nineteen” or "twenty" or "twenty one" or "twenty two" or "twenty three" or "twenty four") 37018
adj2 (year or years or age or ages or aged)).ti,ab.

(("12" or "13" or "14" or "15" or "16" or "17" or "18" or "19" or "20" or "21" or "22" or "23" or

38 "24") adj2 (year or years or age or ages or aged)).ti,ab. 732933
139 |lor/29-38 | 4032414
40 |[17 and 28 and 39 | 2187
|41 HLaW enforcement/ || 3312|
42 ||Crime/ | 14755
43 ]|Criminal behavior/ | 180]
44 |Fraud/ | 6976|

((illicit* or illegal* or counterfeit* or fake* or black market* or unbrand* or disguise™ or

disguising or prohibit* or smuggl* or bootleg* or contraband* or untax* or unlawful* or

crime* or criminal* or law enforcement* or legal* or genuine* or lawful* or branded or
45 "trade mark*" or taxed or fraud*) adj3 (tobacco* or cigar* or cigs or smoking* or smoker* 1998

or antismok™® or anti smok* or anti-smok™* or bidi or bidis or beedi or beedis or kretek* or

hand roll* or handroll* or rollies or waterpipe* or water pipe* or dokha or dokhas or

hookah or hookahs or hooka or hookas or shisha or shishas or sheesha or

sheeshas)).ti,ab.
46 ((tax™ or taxes or taxation* or duty or duties or customs or excise*) adj3 (avoid* or evad*® 810

or evasion* or unpaid* or paid* or pay*)).ti,ab.
47 |lor/41-46 | 26656
48 |[17 and 47 and 28 | 470)
149 |17 and 47 and 39 | 1399
50 |[24 or 40 or 48 or 49 | 3794
51 ||Animals/ not (Animals/ and Humans/) | 4467667|
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52 |50 not 51 | 3771
|53 ||Iimit 52 to (letter or historical article or comment or editorial or news or case reports) || 168|
54 |52 not 53 | 3603
|55 ||Iimit 54 to english language || 3343|
56 ||limit 55 to yr="1998 -Current" | 2860
Age 5-11 years top up
Sources searched to identify the evidence
Database name Date Platform | Database segment or version No. of
records
Applied Social 14/12/18 | ProQuest | Not searched for the Top Up — no ages used in 0
Science Index and the main search.
Abstracts (ASSIA)
Cochrane Central 14/12/18 | Wiley Cochrane Central Register of Controlled Trials 41
Register of Issue 12 of 12, December 2018
Controlled Trials
(CENTRAL)
Cochrane 14/12/18 | Wiley Cochrane Database of Systematic Reviews 2
Database of Issue 12 of 12, December 2018
Systematic
Reviews (CDSR)
EconLit 14/12/18 | Ovid Econlit 1886 to December 06, 2018 12
Embase 14/12/18 | Ovid Embase 1974 to 2018 December 13 511
Health 14/12/18 | Ovid HMIC Health Management Information 29
Management Consortium 1979 to September 2018
Information
Consortium (HMIC)
MEDLINE 14/12/18 | Ovid Ovid MEDLINE(R) 1946 to December 13, 2018 359
MEDLINE-in- 14/12/18 | Ovid Ovid MEDLINE(R) Epub Ahead of Print 60
Process (including December 13, 2018, Ovid MEDLINE(R) In-
Epub Ahead-of- Process & Other Non-Indexed Citations
Print) December 13, 2018
PsycINFO 14/12/18 | Ovid PsycINFO 1806 to December Week 2 2018 143
Social Policy and 14/12/18 | Ovid Social Policy and Practice 201810 13
Practice (SPP)
Database strategy — age top up as run in MEDLINE and adapted for other sources
Database(s): Ovid MEDLINE(R) 1946 to December 13, 2018
# |searches |Results |
|1 ||exp "tobacco use"/ || 2060|
2 |{tobacco/ | 29029
|3 "tobacco use disorder"/ || 10490|
|4 |“tobacco use cessation"/ || 1039|
5 |"tobacco use cessation products"/ | 1512)
6 ||smoking/ | 134225
|7 ||exp Pipe smoking/ || 71|
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I8 |lsmoking reduction/ | 15|
|9 |“smoking cessation"/ || 26188|
10 ||Smokers/ | 542|
|11 Hexp Smoking Devices/ || 7986|
|12 ||smoking prevention/ || 17465|
13 ||(smoking* or smoker* or antismok* or anti smok* or anti-smok*).ti,ab. | 203756
|14 ||(tobacco* or cigar* or cigs).ti,ab. || 123176|
115 ||(bidi or bidis or beedi or beedis or kretek* or hand roll* or handroll* or rollies).ti,ab. | 478|
16 (wate_rpipe* or \_Nater pipe* or dokha or dokhas or hookah or hookahs or hooka or hookas 1431
or shisha or shishas or sheesha or sheeshas).ti,ab.
117 |lori1-16 | 301814
18 ||small business/ | 235|
|19 ||commerce/ || 22921|
(retail* or newsagent* or shopkeeper™ or shop keeper* or vendor* or supermarket* or
store keeper* or storekeeper* or merchant® or tobacconist* or shop or shops or shopping
20 |lor shopped or store or stores or "off licence*" or "off license*" or offlicence* or offlicense* 307789

or business* or commerce* or commercial* or trading* or trade or trades or trader* or
"sales assistant*" or shopworker* or seller* or "super market*").ti,ab.

21 ]jor/18-20 | 321178
(("five" or "six" or "seven" or "eight" or "nine" or "ten" or "eleven") adj2 (year or years or

22 age or ages or aged)).ti,ab. 174937
23 (("5" or .6 or"7" or"8" or "9" or "10" or "11") adj2 (year or years or age or ages or 659755
aged)).ti,ab.
24 ]jor/22-23 | 796637|
125 |17 and 21 and 24 | 331|
|26 ||Law enforcement/ || 3337|
27 |[Crime/ | 14809
28 ||Criminal behavior/ | 198
29 |[Fraud/ | 701g]
((illicit* or illegal* or counterfeit* or fake* or black market* or unbrand* or disguise* or
disguising or prohibit* or smuggl* or bootleg* or contraband* or untax* or unlawful* or
crime* or criminal* or law enforcement* or legal* or genuine* or lawful* or branded or
30 "trade mark*" or taxed or fraud*) adj3 (tobacco* or cigar® or cigs or smoking* or smoker* 2020
or antismok™ or anti smok™ or anti-smok* or bidi or bidis or beedi or beedis or kretek* or
hand roll* or handroll* or rollies or waterpipe* or water pipe* or dokha or dokhas or
hookah or hookahs or hooka or hookas or shisha or shishas or sheesha or
sheeshas)).ti,ab.
31 ((tax* or taxes or taxation* or duty or duties or customs or excise*) adj3 (avoid* or evad*® 816
or evasion* or unpaid* or paid* or pay*)).ti,ab.
32 |jor/26-31 | 26815
133 |17 and 32 and 24 | 178
34 25 0r 33 L 482
35 ||Animals/ not (Animals/ and Humans/) | 4492299
136 |34 not 35 | 481
|37 ||Iimit 36 to (letter or historical article or comment or editorial or news or case reports) || 10|
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38 |36 not 37 | 471]
39 |limit 38 to english language | 429
40 |llimit 39 to yr="1998 -Current" | 359
Online sales top up
Sources searched to identify the evidence
Database name Date Platform | Database segment or version No. of
records
Applied Social 29/11/18 | ProQuest | 1987 - current 77
Science Index and
Abstracts (ASSIA)
Cochrane Central 29/11/18 | Wiley 37
Register of Cochrane Central Register of Controlled Trials
Controlled Trials Issue 11 of 12, November 2018
(CENTRAL)
Cochrane 29/11/18 | Wiley 6
Database of Cochrane Database of Systematic Reviews
Systematic Issue 11 of 12, November 2018
Reviews (CDSR)
EconLit 29/11/18 | Ovid Econlit 1886 to November 22, 2018 19
Embase 29/11/18 | Ovid Embase 1974 to 2018 November 28 314
Health 29/11/18 | Ovid HMIC Health Management Information 186
Management Consortium 1979 to September 2018
Information
Consortium (HMIC)
MEDLINE 29/11/18 | Ovid Ovid MEDLINE(R) 1946 to November 28, 2018 347
MEDLINE-in- 29/11/18 | Ovid Ovid MEDLINE(R) Epub Ahead of Print 93
Process (including November 28, 2018, Ovid MEDLINE(R) In-
Epub Ahead-of- Process & Other Non-Indexed Citations
Print) November 28, 2018
PsycINFO 29/11/18 | Ovid PsycINFO 1806 to November Week 4 2018 164
Social Policy and 29/11/18 | Ovid Social Policy and Practice 201810 27
Practice (SPP)
Database strategy — sales top up as run in MEDLINE and adapted for other sources
Database(s): Ovid MEDLINE(R) 1946 to November 28, 2018
E|Searches ||Results |
|exp "tobacco use"/ || 2008|
[2 Jftobacco/ [ 28976
"tobacco use disorder"/ || 10469|
|"tobacco use cessation"/ || 1037|
[5 |["tobacco use cessation products"/ | 1512
[6 |[smoking/ [ 134065|
|exp Pipe smoking/ || 64|
|smoking reduction/ || 14|
@|"smoking cessation"/ || 26127|
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[10][Smokers/ L 510
|exp Smoking Devices/ || 7913|
|smoking prevention/ || 17444|
|(smoking* or smoker* or antismok* or anti smok* or anti-smok*).ti,ab. || 203332|
(tobacco* or cigar* or cigs).ti,ab. 122917
115||(bidi or bidis or beedi or beedis or kretek* or hand roll* or handroll* or rollies).ti,ab. | 476

(waterpipe* or water pipe* or dokha or dokhas or hookah or hookahs or hooka or hookas or
16|, . : i 1418

shisha or shishas or sheesha or sheeshas).ti,ab.
[17][or/1-16 [ 301216]
|commerce/ || 22870|
|Entrepreneurship/ || 21 39|
|sma|| business/ || 234|
[21][or/18-20 [ 25011]
|exp internet/ || 70976|
[23][Multimedia/ [ 1802
[24][Minicomputers/ L 97§
[25][Electronic Mail/ [ 2469
|Text Messaging/ || 2066|
|exp Microcomputers/ || 19739|
|mobi|e applications/ || 3571|
[29][or/22-28 [ 97278]
[30][21 and 29 [ o979

(etail* or etrading™ or etrade or etrades or eshopping or eshopped or eselling* or econsumer*
31/l ecustomer® or eshop or eshops or ecommerc* or ebusiness* or "e-tail*" or "e-trading*" or 281

"e-trade" or "e-trades" or "e-shopping" or "e-shopped" or "e-selling*" or "e-consumer*" or "e-
| |lcustomer*" or "e-shop" or "e-shops" or "e-commerc™" or "e-business™").ti,ab.

((computer* or digital* or digitis* or digitiz* or electronic* or wireless or online* or

smartphone* or smart-phone* or smart telephone* or iphone* or i-phone* or ipad* or i-pad*®

app or apps or internet* or net or www or web or website* or webpage* or webcast* or

portal* or search engine* or multimedia* or text messag* or texting or texter* or texted or

SMS or e-mail* or email* or electronic mail* or encrypt* or blog* or viog*) adj3 (trading* or
32 " i N ; . o 12121

trade or trades or sold* or sale* or sell or sells or supply* or supplied or supplies or retail* or

vend or vends or vending or shopping or shopped or selling* or purchas* or bought* or buys

or buy or buying or consumer* or customer* or shop or shops or obtain* or procur* or

auction* or marketplace* or market or markets or business* or entrepreneur* or enterprise*
|__|lor corporation* or company* or companies* or commerc*)).ti,ab.

((Bebo™ or Facebook* or YouTube* or Twitter* or LinkedIn* or Pinterest* or Google* or

Tumblr* or Instagram™* or WhatsApp* or Reddit* or Flickr* or SnapChat* or Yahoo* or Bing*

or MSN* or Wikipedia* or Myspace* or Amazon* or Ebay* or Bitcoin* or DarkWeb* or

Darknet* or P2P or Tor) adj3 (trading* or trade or trades or sold* or sale* or sell or sells or
33||supply* or supplied or supplies or retail* or vend or vends or vending or shopping or shopped 425

or selling® or purchas* or bought* or buys or buy or buying or consumer* or customer* or

shop or shops or obtain* or procur* or auction* or marketplace* or market or markets or

business™ or entrepreneur® or enterprise* or corporation* or company* or companies* or
|__|lcommerc*)).ti,ab.
[34][or/30-33 [ 13280]
[35][17 and 34 [ 411
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[36][Animals/ not (Animals/ and Humans/) |[4487157|
[37][35 not 36 [ 410]
|Iimit 37 to (letter or historical article or comment or editorial or news or case reports) || 21|
[39][37 not 38 [ 389
|Iimit 39 to english language || 371|
[41]]limit 40 to yr="1998 -Current" | 347

Key to search operators

/ Medical Subject Heading (MeSH) term

i Searches the title field

.ab Searches the abstract field

* Truncation symbol (searches all word endings after the stem)

adjn | Adjacency operator to retrieve records containing the terms within a specified number

(n) of words of each other

Tobacco: evidence reviews for proxy purchasing and illicit tobacco (June 2021)
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Appendix C — Public health evidence study selection

Results of the
main search
8741

Duplicates
removed
3257

Unique results

Unique results

Unique results from

Website results

on Age 5-11 on online sales the main search 61
316 620 5484
Publications excluded at )
full paper stage Unique res_ults
for screening
Exclude on intervention 6481
23 Publications
excluded durin
Systematic reviews sifting g
10
Full text 6436
Exclude on study design publications
8 assessed
AR
Exclude on target
population
2

Exclude on evidence
1

Studies included
1
(2 publications)
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Appendix D — Public Health evidence tables

Gautam 2014

Proxy purchasing effectiveness evidence (RQ C.i.)

Keeping Kids Smokefree (KKS)

Registered with the Australian and New Zealand Clinical Trials Registry (ACTR
Number: ACTRN12611000591954).

Controlled before-and-after [authors report the study as quasi-experimental]
2007-2009

To evaluate the impact of the KKS intervention on commercial and social supply
of tobacco to minors.

New Zealand

Community setting. Intermediate school (11-13y/0) setting used to identify
students but intervention takes place in community and homes. Urban.

Two intervention schools, two control schools.

Parents: 3770 completed baseline questionnaire (81% response rate). Not split
by intervention and control.

I: 369 completed both BL and FU (29%)

C: 695 completed both BL and FU (45%)

Students:

I: 945 completed baseline questionnaire (71% response rate)
980/1111 completed FU (88%)

C: 1305 completed baseline questionnaire (80% response rate)
1501/1592 completed FU (94%)

[note: student data not panel data due to changing school years and loss of
student data]

No power calculation

Parents: Attrition in | vs C unclear due to lack of reporting. High overall attrition.
Students: Slightly higher non-completion in intervention than control (12% VS
6% non-completion)

No analysis to investigate differences between completers and non-completers
(and not relevant for students as not panel data).

Parents (baseline data for parents included in analysis [those completing BL and
FU]):

Factor Intervention n=354 Control n=656 Significance (P
Value)
Maori (ethnicity) | 39 15.7 <0.01
%
Pacific Island 38.7 42.5 Not reported
(ethnicity) %
Other (ethnicity) | 22.3 41.6 Not reported
%
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Keeping Kids Smokefree (KKS)

Current smokers | 37 21 <0.01
(parents) %

Bold denotes NICE team suspected significant differences.
No demographic data for all baseline completers available.

Students (completing BL and FU):

Factor Intervention n=945 Control n=1501 Significance (P
Value)

Maori (ethnicity) | 41 20 Not reported

%

Pacific Island 43 45 Not reported

(ethnicity) %

Other (ethnicity) | 16 35 Not reported

%

Ever smoked % | 23 15 Not reported

Female % 47 52 Not reported

% between 11- 92 91 Not reported

12

Bold denotes NICE team suspected significant differences.
No demographic data for all baseline completers available.

- Schools and parents approached had high proportions of Maori and Pacific
Island students. Schools categorised as ‘low decile’ (high socioeconomic
deprivation). Intervention schools were lower deciles (1 and 2) than control
schools (2 and 3)

- No other baseline data available.

- Students with relevant outcome were those who answered yes when asked
if they had obtained cigarettes for themselves or someone else in past 30
days. This is a small proportion (<4%) of the respondents.

- Sample may be representative but not stated by authors

Intervention allocation controlled by investigators but not randomly allocated.
Attempts to reduce confounding:

- Attempted matching of intervention schools to control schools on decile
(measure of SES), school size and ethnic composition. Could not fully
match on decile.

- Socioeconomic status differed between study groups and was not
controlled for.

- Allocation at the school level.

Purposively selected intermediate schools (11-13y/0) in New Zealand,
categorised as ‘low decile’.

Schools for <11 or >13y/o; ‘high decile’.

TIDieR Checklist Details
criteria
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Brief Name
Rationale/theory/Goal

Intervention elements

Provider

Method of delivery
Duration

Intensity

Tailoring/adaptation

Planned treatment
fidelity

Actual treatment
fidelity

Keeping Kids Smokefree (KKS)

KKS

Bronfenbrenner’s ecological model and a holistic Maori
model of health (Te Whare Tapa Wha) underpinned
design of intervention

Controlled purchase: test purchasing. Required to tell
truth if asked. lllegal sale reported to Ministry of Health.
Refusing a sale rewarded with congratulatory letter.
Implemented through whole study period.

Information Campaigns: Biannual information
campaigns to retailers explaining study, reminding of
legal obligations, reminded of right to refuse sale.
Implemented in second year of intervention.

KKS wallet card: credit card-style cards with anti-proxy
purchasing messages encouraging reporting under-18
sales distributed to parents and other adults during
health promotion events, community meetings etc.
Implemented in second year of intervention.

KKS DVD: Free DVD supplied to every student’'s home
for parents. Messages included ‘do not supply children
with cigarettes’. Implemented in third year of
intervention.

Social supply artwork: Competition for students to
create art aimed at adults to reduce supplying
cigarettes. Displayed on local buses in final month of
study.

Additional: competitions to encourage children to get
adults to quit for entries into prize draw. Weekly
sessions in schools where KKS staff offered support
(to parents, teachers) to quit.

CPO: KKS study partner with the regional provider of
health protection services, Auckland Regional Public
Health Service (ARPHS).

Info campaigns: “KKS staff”.

Remainder unreported.

Not possible to blind.

3 years (2007, 2008, 2009) (relevant interventions only
began in year 2 — year 1 was test purchasing only)
Appears to increase in intensity as intervention
elements are brought in

Put together by research team and local healthcare
providers, consultation with school (who declined to be
included fully due to perceived workload).

NA

NA
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Keeping Kids Smokefree (KKS)

Other details The only intervention elements which are in scope are
Info campaigns, KKS wallet card, KKS DVD, social
supply artwork.

The only intervention elements which aim to reduce
proxy purchasing / proxy supply are KKS wallet cards,
KKS DVD, social supply artwork.

TIDieR Checklist Details
criteria

Brief Name Control group

Rationale/theory/Goal No further information given but appears to have no
active intervention. No information about other
changes occurring during the study period. Surveyed
with same data collection tool as intervention group.

Other details Not reported
3 years (start 2007 to end 2009)

Authors report that student data during 2008 was lost. Student data only
available for 2007 and 2009, meaning baseline (2007) and follow-up (2009)
survey completers had no overlap.

Students and parents of students invited to take part in a survey (separate
survey for students vs parents). Advance notice flyers sent beforehand. Packs
including consent forms sent with pre-addressed, postage-paid surveys.
Reminders sent to home addresses if not returned. Phone calls used to obtain
consent if no form received. No information on validating or piloting
questionnaire

Incentives: Families eligible for prizes (fun park tickets, movie tickets) if returned.
Teachers with most forms returned won restaurant meal / retail voucher / movie
tickets. Winning class won free lunch.

Parent survey included questions on whether children had access to parents’
cigarettes, and willingness to provide cigarettes to children.

Student survey included questions on past 30-day smoking. If student smoked,
they were asked how they obtained cigarettes (options included shop, another
person, another student, stole, friends, parents, sibling, someone else bought,
other way.

No information on blinding of assessors.

Parents willingness to provide cigarettes to their children if underage and
smoking (negative outcome)

Intervention Control aOR aRR** aRR***
group n= 354 | group n= | (95% calculated | adjusted
656 C.h* by analyst | for
clustering
Critical Outcome
Number of | 19 (5.4%) 16 (2.4%) | 1.76 1.73 (0.84, | 1.73
parents (0.84— 3.48) (0.12,
willing to 3.71) 25.95)
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Keeping Kids Smokefree (KKS)

provide
cigarettes

*Adjusted for ethnicity, gender, current smoking status.

**The control group prevalence used to calculate the aRR was control group
prevalence (16/656).

***Effect estimate with standard error inflated to adjust for clustering. This is the
result used in any analysis.

Children’s self-report of where they obtain their cigarettes (neqative

outcome)

Intervention | Control aOR aRR* aRR**
group n=36 | group (95% C.I) | calculated | adjusted
n=18 by analyst | for
clustering
Critical Outcome
Number of | 5 (14%) 0 (0%) Not 5.65 5.65
children presented | (0.33, (0.23,
who smoke in the 96.85) 136.24)
and report paper
parent as
usual
source of
cigarettes.

*Not adjusted for any confounders as calculated from raw data.

** Effect estimate with standard error inflated to adjust for clustering. This is the
result used in any analysis.

Data also collected on student access from shops, and student access from
parents leaving cigarettes around, but these are out of scope.

None reported

Pearson’s Chi-Square used to detect differences between groups.

Logistic regression to examine if study group was related to change in parents’
behaviour (controlling for ethnicity, gender, current smoking status where
possible).

Student results provided descriptively due to small cell counts.

Outcome: parents Judgement Comments
willingness to
provide cigarettes

Pre-intervention: bias Moderate Confounders present and

due to confounding mainly adjusted for in analysis.
Decile (SES) not adjusted for
and may affect results
(explaining poor results in
intervention group).
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Keeping Kids Smokefree (KKS)

Pre-intervention: bias Serious
in selection of
participants into study

At intervention: Biasin Low
classification of
interventions

Post-intervention: bias  Low
due to deviations from
intended interventions

Post-intervention: bias  Moderate
due to missing data

Post-intervention: bias  Serious
in measurement of
outcomes

Post-intervention: Bias  Serious
in selection of the
reported result

Overall Risk of Bias Serious

Outcome: children’s  Judgement
self-report of where
they obtain cigarettes

Pre-intervention: bias Serious
due to confounding

Overall Risk of Bias Serious

68

All eligible invited, but
response rates for students
were maximum 80% and lower
for parents. No adjustment for
selection bias. Start of follow-
up and start of intervention
don’t completely coincide
(intervention graduated)

Intervention fairly well defined
and defined based on
information collected at time of
intervention.

Exposure to intervention at
community level so adherence
to intervention not relevant.

Attrition issues present. Data
for students in 2008 lost, so no
overlap between students at
baseline and students at
follow-up. Attrition for parents
high overall (>66%) but
unclear whether different
between | and C groups.

Outcome was subijective (self-
reported in both outcomes)
and assessors not reported as
being blinded. High probability
of people feeling the need to
report socially desirable
results. Likely to affect | group
more, due to intervention
messaging.

Few results presented for
students due to low result
numbers

Comments

Confounders present and not
adjusted for in analysis (as raw
data used). Decile (SES) not
adjusted for and may affect
results (explaining poor results
in intervention group).

All authors employed by University of Auckland. No others reported.
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Keeping Kids Smokefree (KKS)
Part of this intervention included test purchasing, which is outside of scope.
Potential reporting bias — little information on student survey outcomes.

Glover M., Scragg R., Nosa V., Bullen C. 2010. Keeping Kids Smokefree:
Rationale, design, and implementation of a community, school, and family-based

intervention to modify behaviors related to smoking among Maori and Pacific
Island children in New Zealand. Applied Research and Evaluation, 30(3) p205-

222.
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Appendix E — Forest plots

No meta-analysis was undertaken.
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Appendix F — GRADE tables

Profile 1: Parents willing to provide cigarettes to their children (Critical)

Quality assessment No of participants Effect
Confidence
No of . Risk of . . . . Other Keeping Kids Relative
studies Design bias Inconsistency|Indirectness|imprecision considerations | Smokefree Control (95% Cl) Absolute
Parent willingness to provide cigarettes to their children (follow-up mean 3 years; assessed with: Self-report survey)
1 controlled serious’ |NA serious? serious? none 19/354 (5.4%)| 16/656 | RR 1.73 (15 more per 1000| @000
before and (2.4%) (0.12, [(from 27 fewer to| VERY
Gautam after Study 2595) 659 mOre) LOW
2014
Profile 2: Children who smoke reporting that parents are main source of cigarettes (Critical)
Quality assessment No of patients Effect
Confidence
No of . Risk of . . . Other Keeping Kids Relative
studies Design bias |Inconsistency|Indirectness|imprecision considerations Smokefree Control (95% Cl) Absolute
Children’s self-report of where they obtain their cigarettes (follow-up mean 3 years; assessed with: Self-report survey)
1 controlled before [very NA serious? very none 5/36 0/18 |RR 5.65 (0.24 -6 @000
and after study |[serious* serious® (13.9%) (0%) | to 136.24) VERY
Gautam LOW
2014
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" Qutcome subjective and measurement unblinded. High attrition (>66%).

2 Study takes place in New Zealand with mainly indigenous groups.

3 Confidence intervals cross MID.

4 Outcome subjective and measurement unblinded. High attrition (>66%). No adjustment for any confounders but apparent large differences in baseline
characteristics.

5 Confidence intervals cross MID and small sample size (<300 people).

6 No absolute effect may be calculated because the control risk is 0.
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Appendix G — Economic evidence study selection

The following flowchart shows the record selection process for review questions C.i. and D.i.

Figure 1: Flow chart of economic evidence study selection for the guideline

Records identified through Additional records identified
database searching through other sources, n= 4
n=3,110

l |

Records after duplicates
removed, n = 3,114

I

\
[ Records screened in 1% sift,

y

n=3,114

Records excluded in 15t sift,
n= 2,984

Full-text papers assessed
for eligibility, n = 130

————

( an A ( an A

Papers included, n =0 Papers excluded, n = 130
RQ B RQ B
Papers included, n = 0 Papers excluded, n = 130
RQC RQC
Papers included, n =0 Papers excluded, n = 130
RQ D RQD
Papers included, n =0 Papers excluded, n = 130
RQE RQE

\Papers included, n = 1 j \Papers excluded, n = 129)
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Appendix H - Economic evidence tables

No economic studies were included in Reviews C and D.
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Appendix | — Health economic evidence profiles

No economic studies were included in Reviews C and D.
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Appendix J — Health economic analysis

No economic studies were included in Reviews C and D.
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Appendix K — Excluded studies

Public health studies

Reviews C and D combined

Study Citation

Allen Michele L, Garcia-Huidobro Diego, Porta Carolyn, Curran
Dorothy, Patel Roma, Miller Jonathan, and Borowsky Iris (2016)
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Appendix L — Research recommendations

No research recommendations have been made for this review.
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