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A B S T R A C T

This is the protocol for a review and there is no abstract. The objectives are as follows:

To assess the effectiveness of universal, selective and indicated family-based prevention programs in preventing alcohol use, or problem

drinking, in school-aged children (up to 18 years of age). Specifically, on these outcomes, the review aims:

1. To assess the effectiveness of universal family-based prevention programs for all children up to 18 years (‘universal interventions’).

2. To assess the effectiveness of selective family-based prevention programs for children up to 18 years at elevated risk of alcohol use

or problem drinking (‘selective interventions’).

3. To assess the effectiveness of indicated family-based prevention programs for children up to 18 years currently consuming

alcohol (‘indicated interventions’).

B A C K G R O U N D

Description of the condition

Alcohol use ranks among the top three risk factors for the global

burden of disease, accounting for 5.5% of Disability Adjusted Life

Years (DALYs) globally (Lim 2012). A causal relationship has been

established between alcohol and more than 200 chronic and acute

diseases, as well as intentional and unintentional injuries (Rehm

2010). Overall, in 2010 alcohol-attributable injuries were respon-

sible for 13.2% of all injury deaths and 12.6% of all injury Poten-

tial Years of Life Lost (PYLL) (Rehm 2013). Young people con-

tribute a high proportion of alcohol-related injuries and mortality

from alcohol-attributable injury, with 1 in 4 deaths among men
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aged 15 to 29 years, and 1 in 10 deaths among women in the

European Union, being alcohol-related (Rehm 2005). In the Eu-

ropean Union, road traffic accidents are the leading cause of death

in children and young adults up to 29 years, and 33% of motor

vehicle traffic injuries to males and 11% to females are due to al-

cohol (WHO 2012). Extensive evidence points to an association

between early age of alcohol use (and early intoxication) and an

increased frequency of drinking, as well as increased risky drinking

and alcohol-related harms later in adolescence and during adult-

hood (for example: Bonomo 2004; DeWit 2000; Jackson 2015;

Kuntsche 2013).

Experimentation with risky behaviours typically begins in adoles-

cence, as part of a natural ‘coming of age’ process (Room 2004).

A dramatic increase is seen in the use of alcohol, tobacco and

other substances after the age of 12, with rates gradually increasing

throughout adolescence (Currie 2012). This pattern is common

globally, with reports from 43 countries included in the Health

Behaviour in School-Aged Children Project (Currie 2012) and the

European Survey Project on Alcohol and Drugs (ESPAD; (Hibell

2012)) consistent with national surveys conducted in Australia

(White 2012) and the United States (US) (Frieden 2014). Any

level of alcohol use is potentially harmful for young people, with

evidence of an effect upon the developing brain (Bava 2010). Early

sipping of alcohol has been associated with increased odds of con-

suming full drinks, getting drunk, and drinking heavily later in

adolescence (Jackson 2015). Even a single occasion of alcohol in-

toxication can have serious short- and long-term consequences

(Courtney 2009; Quinn 2011).

While the use of alcohol is common among young people, some

groups can be identified as being at elevated risk of heavy use due

to a range of social, peer, and family factors. Livingston and col-

leagues report that young people who have had their first drink

by age 13 are almost twice as likely to engage in very high risk

drinking when aged 16 to 24 (Livingston 2008). Parents who al-

low their children to consume alcohol in adult-supervised settings

in early adolescence are more likely to have children who experi-

ence harmful alcohol consequences in mid-adolescence (McMorris

2011). Further, parents who themselves have heavy drinking oc-

casions are more likely to have children who report heavy drink-

ing occasions (Hingson 2014), and parental substance use and

family history of alcoholism have been identified as predictors of

adolescent substance use in longitudinal studies (Chassin 1996;

Cranford 2010; White 2000; Wills 2003). Evidence is mixed in re-

lation to the association between socioeconomic disadvantage and

risk of adolescent alcohol consumption (Hanson 2007). Some re-

ports show drinking and drunkenness associated with lower levels

of disadvantage or higher levels of household income (Reboussin

2010; Richter 2009). Other reports show higher levels of baseline

problem drinking among low socioeconomic status communities

(Caria 2011; Lowry 1996).

Description of the intervention

Despite the increasing influence of peers and society during ado-

lescence (Carter 2007; Patton 2004), parenting and home en-

vironment factors remain important influencers of development

(Steinberg 2001) and predictors of alcohol consumption and other

substance use (Carter 2007; Simons-Morton 2009; Turrisi 2010;

Wang 2009). Both maternal and paternal knowledge of their

child’s friends and whereabouts are reported to act as protective

factors against substance use and to mediate the variability in sub-

stance use by grade and ethnic background (Wang 2009). This

protective effect is suggested to act via an influence on peer group

selection (Engels 2007; Wang 2009), the transmission of fam-

ily attitudes and values (White 2010), and parental monitoring

(knowledge of their child’s whereabouts) (Jimenez-Iglesias 2013).

In 1994, the US Institutes of Medicine adopted a framework for

the classification of mental health and substance use prevention

interventions as universal, selective, or indicated/targeted (Mrazek

1994; Springer 2006). Universal prevention strategies address the

entire population, within a particular setting. Selective interven-

tions are delivered to subgroups of individuals based on their mem-

bership of a group that has an elevated risk of developing prob-

lems. Indicated interventions address vulnerable individuals and

help them in dealing and coping with their individual personal-

ity traits that make them more vulnerable to escalating drug use

(EMCDDA 2015).

While intervention programs are usually classified as belonging to

one of these three broad groups, the classification can be regarded

as a continuum, with obvious overlap between groups. In the 2010

report ‘Fair Society, Healthy Lives’, commissioned by the United

Kingdom (UK) Government to identify the most evidence-based

strategies for reducing health inequalities, a key recommendation

was to extend the focus of preventive activities beyond the most

disadvantaged, to encompass the full spectrum of the social gradi-

ent. It was stated that to “reduce the steepness of the social gradient

in health, actions must be universal, but with a scale and intensity

that is proportionate to the level of disadvantage” (Marmot 2010).

Applied to alcohol prevention efforts, this ‘proportionate univer-

salism’ can be interpreted as the need to conduct universal pre-

vention programs, but to also include more targeted (selective and

indicated) interventions for higher risk groups. Parenting skills are

recognised as a key factor in the prevention of adolescent alcohol

consumption and other substance use. The proportionate univer-

salism approach maintains that all parents should be given op-

portunities for support and help to develop appropriate protective

parenting skills, and that some parents who demonstrate a partic-

ular risk profile or who have particular needs (vulnerable children)

should be offered increasingly targeted (and increasingly costly)

interventions (Heginbotham 2012; Marmot 2010). For this rea-

son, this review will not be limited to universal interventions, but

will incorporate those classified as selective and indicated.

Classification of interventions in the present review will be based

on their target population; being all parents or a select group based
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on characteristics of the parents or their children. In the context of

family-based interventions for alcohol use in young people, uni-

versal interventions target parents of all children given the inher-

ent risk of alcohol use among all sectors of the population. These

interventions will likely aim to delay the initiation of alcohol use,

or reduce the frequency or volume of use among children of partic-

ipating parents. Selective interventions are those targeting parents

whose children have an elevated risk of substance use due to social

or family risk factors. Such risk factors include low socioeconomic

status or family income, and parental alcohol consumption, alco-

holism or other substance use. Similarly, these interventions will

likely aim to delay initiation or reduce consumption. Indicated

interventions are defined as those that target parents or families

whose children are already identified as drinkers. These interven-

tions will more likely aim to reduce levels of consumption or the

frequency of binge drinking and/or reduce alcohol-related harms.

Parent- and family-based programs for the prevention of alcohol

use are often appended to school curricula-based interventions

for young people, but may also be stand-alone programs. Such

programs frequently focus on parent-child communication and

relationship-building. Common elements across many programs

include a focus on social competence skills, parental involvement

with children, and self-regulation, although the target population,

intensity and mode of delivery are highly varied.

How the intervention might work

The theoretical basis for family-based interventions is that young

people whose parents adopt appropriate parenting strategies are

likely to develop positive social norms and to resist the negative

external influences of peers and society. In this context, positive

parenting strategies include rule setting, appropriate communi-

cation, monitoring, and conveying positive values and attitudes

(Ryan 2010). Family- and parent-based interventions for adoles-

cent substance use operate indirectly, with the mechanism of ef-

fect working via parents rather than through a program delivered

directly to young people as the target population.

Why it is important to do this review

Previous Cochrane reviews have covered universal family-based

(Foxcroft 2011a), as well as school-based (Foxcroft 2011b) and

multi-component (Foxcroft 2011c) interventions for alcohol mis-

use in young people. The most recent of these reviews was com-

pleted with studies published up to July 2010. In the time since

that review, several trials have been published, reporting on other

family-based preventive programs, and in many cases using inno-

vative approaches including online delivery.

As well as updating the previous review (Foxcroft 2011a), the cur-

rent review will extend beyond universal interventions to include

those classified as selective and indicated, in keeping with the con-

cept of proportionate universalism.

While parents and families are influential and a key target for

intervention, family-based programs are often expensive to run

and challenging from a recruitment and engagement perspective.

It is important to gather evidence of their effectiveness, and of the

differential effectiveness of various components of these programs,

to inform policy and funding decisions.

O B J E C T I V E S

To assess the effectiveness of universal, selective and indicated fam-

ily-based prevention programs in preventing alcohol use, or prob-

lem drinking, in school-aged children (up to 18 years of age).

Specifically, on these outcomes, the review aims:

1. To assess the effectiveness of universal family-based

prevention programs for all children up to 18 years (‘universal

interventions’).

2. To assess the effectiveness of selective family-based

prevention programs for children up to 18 years at elevated risk

of alcohol use or problem drinking (‘selective interventions’).

3. To assess the effectiveness of indicated family-based

prevention programs for children up to 18 years currently

consuming alcohol (‘indicated interventions’).

M E T H O D S

Criteria for considering studies for this review

Types of studies

Randomised controlled trials (individual or cluster design).

Types of participants

Parents or guardians/carers of young people up to 18 years (of

school age). For this review, young people are defined as children

and adolescents. Parents of young people who have not previously

consumed alcohol, currently consume alcohol or those with heavy

or problematic use will be included.
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Types of interventions

Any universal, selective or indicated family-based psychosocial or

educational prevention intervention.

Universal prevention strategies are defined as those addressing the

entire population without selection of children based on character-

istics that may increase their risk of alcohol use or problem drink-

ing; for example, those offered to all parents of children attending

a school.

Selective interventions are defined as those delivered to a subgroup

of children identified as having socio-demographic characteristics

that put them at an elevated risk of alcohol use or problem drink-

ing, for example those delivered to families in which there is a

history of substance use among parents, or those living in com-

munities of low socioeconomic status.

Indicated interventions are defined as those targeting a subgroup

of children who currently use alcohol and may have alcohol-related

problems, or are at elevated risk of heavy drinking and alcohol-

related problems.

Psychosocial intervention is defined as one that specifically aims

to develop psychological and social attributes and skills in parents

and young people (e.g., parental monitoring, behavioural norms,

peer resistance) so that young people are less likely to use alcohol.

Educational interventions are defined as those that specifically aim

to raise awareness amongst parents and/or carers of how to posi-

tively influence young people, or of the risks of alcohol consump-

tion, so that young people are less likely to use alcohol.

Comparison: Any alternative prevention program (e.g., school-

based, office-based, multi-component, other) or no program.

Types of outcome measures

Primary outcomes

Any direct self-reported (by adolescents) measures of alcohol con-

sumption or problem drinking. Prevention programs that focus

on alcohol as well as other drugs will be included wherever alco-

hol outcomes are presented separately. Outcome measures related

to psychological perception/attitudes or awareness are deemed to

be indirect and therefore are not considered in this review. As an

example, the following outcomes are considered to be relevant:

1. Alcohol use (yes/no)

2. Alcohol use (quantity, frequency)

3. ’Binge’ drinking, e.g. defined as drinking five or more

drinks on any one occasion (yes/no)

4. Incidence of drunkenness

Secondary outcomes

1. Alcohol initiation (age)

2. Drunkenness initiation (age)

3. Alcohol-related problems (e.g. drink-driving or any physical

or social problem self-reported by adolescents as an alcohol-

related consequence; may be measured using scale such as

Rutgers Alcohol Problems Index or questions 7 to 10 of the

AUDIT; Alcohol Use Disorders Identification Test).

4. Self-reported (by parents and/or children) alcohol-related

parenting behaviours (e.g. supply of alcohol, alcohol-specific

communication, alcohol-specific rule-setting)

Search methods for identification of studies

Electronic searches

We will search the following databases, without restrictions by

language or publication status:

• the Cochrane Drugs and Alcohol Group’s Specialised

Register of Trials;

• the Cochrane Central Register of Controlled Trials

(CENTRAL, most recent issue)

• MEDLINE (Ovid) (1966 to present);

• EMBASE (EMBASE.com) (1974 to present);

• ERIC (EBSCOhost) (1966 to present);

• PsycINFO (Ovid) (1806 to present);

• Google Scholar;

• Project CORK (http://www.projectcork.org);

• ClinicalTrials.gov (clinicaltrials.gov/);

• ICTRP (apps.who.int/trialsearch/).

The subject strategies for databases will be modelled on the search

strategy designed for CENTRAL (Appendix 1). Where appropri-

ate, these will be combined with subject strategy adaptations of

the Cochrane highly sensitive search strategy for identifying ran-

domised controlled trials and controlled clinical trials (as described

in the Cochrane Handbook for Systematic Reviews of Interven-

tions, Version 5.1.0, Box 6.4.b. (Higgins 2011)).

Searching other resources

The references of topic-related systematic reviews and included

studies will be handsearched in order to identify potentially-rele-

vant citations. Unpublished reports, abstracts, dissertations, brief

and preliminary reports are eligible for inclusion.

Data collection and analysis

Selection of studies

Two independent review authors will complete broad screening

of titles and abstracts of all identified records (screening level 1).

Afterwards, the same two authors will independently assess full-

text reports of all potentially-relevant records that pass the initial
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screening level. Differences in opinion arising at both screening

levels will be resolved through discussion.

Data extraction and management

Two review authors will extract relevant data independently using

an a priori defined data extraction form, and will enter data into

Review Manager 5 software (RevMan 2014). Differences in opin-

ion arising during data extraction will be resolved through discus-

sion. We will extract the following information: number and char-

acteristics of participants, setting, type of experimental and con-

trol intervention, length of follow-up, types of outcomes, country

of origin.

Assessment of risk of bias in included studies

For each study included in the review, two authors will indepen-

dently assess the risk of bias. The risk of bias assessment for RCTs

in this review will be performed using the criteria recommended

in the Cochrane Handbook (Higgins 2011). The recommended

approach uses a two-part tool, addressing seven specific domains,

namely sequence generation and allocation concealment (selection

bias), blinding of participants and providers (performance bias),

blinding of outcome assessor (detection bias), incomplete out-

come data (attrition bias), selective outcome reporting (reporting

bias) and other sources of bias. The first part of the tool involves

describing what was reported to have happened in the study. The

second part of the tool involves assigning a judgement relating to

the risk of bias for that entry, in terms of low, high or unclear risk.

To make these judgements we will use the criteria indicated by

the Handbook adapted to the addiction field. See Appendix 2 for

details.

The domains of sequence generation and allocation concealment

(avoidance of selection bias) will be addressed in the tool by a

single entry for each study.

Blinding of participants, personnel and outcome assessor (avoid-

ance of performance bias and detection bias) will be consid-

ered separately for objective outcomes (e.g. drop out) and sub-

jective outcomes (e.g. parent- or adolescent-reported use of alco-

hol (quantity, frequency, bingeing, drunkenness), self-reported al-

cohol-related harm, parent- or adolescent-reported parenting be-

haviours). Blinding of participants and program deliverers is not

achievable for these sort of interventions, so all of the studies will

be rated as at high risk of performance bias for subjective out-

comes. Incomplete outcome data (avoidance of attrition bias) will

be considered for all outcomes.

Grading of evidence

We will assess the overall quality of the evidence for the primary

outcome of each study using the GRADE system. The Grading

of Recommendation, Assessment, Development and Evaluation

Working Group (GRADE) developed a system for grading the

quality of evidence (GRADE 2004; Guyatt 2008; Guyatt 2011)

which takes into account issues not only related to internal validity

but also to external validity, such as directness, consistency, impre-

cision of results and publication bias. The ’Summary of findings’

tables present the main findings of a review in a transparent and

simple tabular format. In particular, they provide key information

concerning the quality of evidence, the magnitude of effect of the

interventions examined and the sum of available data on the main

outcomes.

In this review, we will present ’Summary of findings’ tables based

on primary outcomes (alcohol use, binge drinking and incidence

of drunkenness)

The GRADE system uses the following criteria for assigning grades

of evidence:

• High: We are very confident that the true effect lies close to

that of the estimate of the effect.

• Moderate: We are moderately confident in the effect

estimate: The true effect is likely to be close to the estimate of the

effect, but there is a possibility that it is substantially different.

• Low: Our confidence in the effect estimate is limited: The

true effect may be substantially different from the estimate of the

effect.

• Very low: We have very little confidence in the effect

estimate: The true effect is likely to be substantially different

from the estimate of effect.

Grading is decreased for the following reasons: Serious (-1) or very

serious (-2) limitation to study quality. Important inconsistency (-

1). Some (-1) or major (-2) uncertainty about directness. Imprecise

or sparse data (-1). High probability of reporting bias (-1).

Grading is increased for the following reasons:

• Strong evidence of association - significant relative risk of >

2 (< 0.5) based on consistent evidence from two or more

observational studies, with no plausible confounders (+1).

• Very strong evidence of association - significant relative risk

of > 5 (< 0.2) based on direct evidence with no major threats to

validity (+2).

• Evidence of a dose response gradient (+1).

• All plausible confounders would have reduced the effect

(+1).

Measures of treatment effect

We will calculate unadjusted treatment effects using RevMan 2014

where possible.

Dichotomous outcome data

Dichotomous outcomes will be analysed by calculating the rela-

tive risk (RR) for each trial, with the uncertainty in each result

expressed using 95% confidence intervals (CIs).
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Continuous outcome data

Continuous outcomes will be analysed by calculating mean dif-

ferences (MDs) if all studies use the same measurement scale, or

standardised mean differences (SMDs) if studies use different mea-

surement scales, each with 95% CIs. If data in small studies are

skewed, the implications for outcomes will be assessed on a case

by case basis.

Unit of analysis issues

Additional validity threats will be ascertained regarding appropri-

ate unit of analysis depending on whether the randomisation was

implemented at individual or cluster level. Cluster randomised tri-

als are possible in this area of research, as allocation to the interven-

tion group may occur by school or community. Such designs are

susceptible to unit of analysis error and P values may be artificially

small (Higgins 2011). We anticipate that investigators will have

controlled for clustering when presenting their results. Where the

clustering effect has not been controlled for, we will contact study

authors and request participant data to calculate an estimate of

the intracluster correlation coefficient (ICC). If participant data

are not available, we will search for external estimates of the ICC

from similar studies and from Cochrane resources.

Dealing with missing data

If important summary data or study level characteristics are miss-

ing, we will attempt to contact the authors of included studies.

If standard deviations are missing from continuous data, we will

scan studies for any other statistics (CIs, standard errors, T values,

P values, F values) that allow for their calculation. We will describe

missing data and all forms of attrition for each included study in

the ’Risk of bias’ table, and discuss the extent to which missing

data could impact on the conclusions of the review. Missing data

will be treated according to whether data are ’missing at random’

or ’not missing at random’. In relation to the former, the main

option will be to analyse the available data and ignore the missing

data.

For data that are not missing at random (e.g. participants who

do not experience positive outcomes failing to complete follow-

up assessments), imputation will be used to generate replacement

values. When imputing missing dichotomous data, we will assume

that missing data are negative (e.g. the participant demonstrated

high-risk behaviour). When imputing missing continuous data,

we will use a ’last observation carried forward’ approach. Some

relevant studies may fail to provide summary data (e.g. standard

deviations). Where this occurs we will, if possible, obtain these

data using calculations outlined in the Cochrane Handbook for

Systematic Reviews of Interventions (Higgins 2011).

Assessment of heterogeneity

Assessment of heterogeneity will involve inspecting each included

study for variability in the study populations (baseline character-

istics), interventions (target/focus, mode of delivery), and out-

come measures (tools, instruments, scales and outcome defini-

tions). Methodological heterogeneity will also be considered by

inspecting variability in study design and risk of bias. If sufficient

homogeneity is found within subgroups (based on age of children,

type of intervention or substance targeted), meta-analysis will be

considered for subgroups of studies. If any unexpected variability

arises, we will discuss this in full in the review. We will assess sta-

tistical heterogeneity using the Chi2 test and its P value, by visual

inspection of the forest plots and the I2 statistic. A P value of the

test lower than 0.10 or an I2 statistic of at least 50% will indicate

significant statistical heterogeneity.

Assessment of reporting biases

We will use funnel plots (plots of the effect estimate from each

study against the sample size or effect standard error) to indicate

possible publication bias. Asymmetry in the plot could be due to

publication bias, but may also reflect a real relationship between

trial size and effect. We will use tests for funnel plot asymmetry

only when a minimum of 10 studies are included in the meta-

analysis, as fewer than 10 studies would render the power of the

tests too low to distinguish chance from real asymmetry.

Data synthesis

The outcome measures from the individual trials will be pooled

through meta-analysis where possible. We plan to synthesise re-

sults from studies where the interventions are similar with regard

to study populations (e.g., baseline characteristics, gender), in-

terventions (e.g., type, differences in target/focus, universal/tar-

geted), target groups (age of children, well/at risk groups) and out-

come measures (e.g., different tools, instruments, scales, alcohol/

other drugs) as well as the methodology of conduct (e.g., units of

randomisation and analysis, cluster versus individual trials). We

will perform a random-effects meta-analysis using an inverse vari-

ance weighting method using RevMan 2014 as we expect a certain

level of heterogeneity among the included studies. If some primary

studies report an outcome as a dichotomous measure and others

use a continuous measure of the same construct, we will convert

results for the former from an odds ratio to an SMD, provided

that we can assume that the underlying continuous measure has

approximately a normal or logistic distribution (otherwise we will

carry out two separate analyses). If meta-analysis is not appropri-

ate, we will report results from individual studies.

Subgroup analysis and investigation of heterogeneity

The extent of heterogeneity will be investigated through exam-

ination of forest plots (Chi2 statistic and P value; I2 statistic).
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Where there is evidence of heterogeneity (I2 statistic > 50%),

the source of heterogeneity will be investigated through subgroup

analyses. Specifically, subgroup analyses will be conducted based

on the characteristics of participants, interventions, and compar-

ison groups of included studies.

Sensitivity analysis

We will perform sensitivity analysis of the main review outcomes,

removing trials judged to be at high risk of bias (graded as high

on three or more ’Risk of bias’ measures).
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A P P E N D I C E S

Appendix 1. CENTRAL search strategy

#1 MeSH descriptor: [Alcohol-Related Disorders] explode all trees

#2 MeSH descriptor: [Alcohol Drinking] explode all trees

#3 (alcohol near (drink* or intoxicat* or abus* or use or misus* or risk* or consum* or excess* or reduc* or intervention*)):ti,ab,kw

#4 (drink* near (excess or heavy or heavily or harm or harmful or hazard* or binge or harmful or problem*)):ti,ab,kw

#5 drunk*

#6 alcoholic*:ti,ab,kw

#7 #1 or #2 or #3 or #4 or #5 or #6

#8 (parent* or father* or mother* or mum or dad or maternal or paternal or family or families or daughter or son or home):ti,ab,kw

#9 MeSH descriptor: [Family] explode all trees

#10 MeSH descriptor: [Parents] explode all trees

#11 MeSH descriptor: [Parent-Child Relations] explode all trees

#12 #8 or #9 or #10 or #11

#13 #7 and #12

#14 (youth* or juvenile* or adolescen* or teen* or schoolchild* or girl* or boy* or minor* or student* or child* or pupil* or pupil* or

kid or kids or underage)

#15 (young* near/2 (adult* or people or person* or male* or female*))

#16 early near/2 adult*

#17 #14 or #15 or #16

#18 #13 and #17

Appendix 2. Criteria for risk of bias assessment

Item Judgement Description

1. Random sequence generation (selection

bias)

Low risk The investigators describe a random component in the sequence gener-

ation process such as: random number table; computer random num-

ber generator; coin tossing; shuffling cards or envelopes; throwing dice;

drawing of lots; minimis ation

High risk The investigators describe a non-random component in the sequence

generation process such as: odd or even date of birth; date (or day) of

admission; hospital or clinic record number; alternation; judgement of

the clinician; results of a laboratory test or a series of tests; availability of

the intervention

Unclear risk Insufficient information about the sequence generation process to permit

judgement of low or high risk

2. Allocation concealment (selection bias) Low risk Investigators enrolling participants could not foresee assignment because

one of the following, or an equivalent method, was used to conceal allo-

cation: central allocation (including telephone, and web-based randomi-

sation); sequentially- numbered, opaque, sealed envelopes
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(Continued)

High risk Investigators enrolling participants could possibly foresee assignments

because one of the following method was used: open random allocation

schedule (e.g. a list of random numbers); assignment envelopes without

appropriate safeguards (e.g. if envelopes were unsealed or nonopaque or

not sequentially numbered); alternation or rotation; date of birth; any

other explicitly unconcealed procedure

Unclear risk Insufficient information to permit judgement of low or high risk This

is usually the case if the method of concealment is not described or not

described in sufficient detail to allow a definite judgement

3. Blinding of participants and providers

(performance bias)

Objective outcomes

Low risk No blinding or incomplete blinding, but the review authors judge that

the outcome is not likely to be influenced by lack of blinding;

Blinding of participants and key study personnel ensured, and unlikely

that the blinding could have been broken

High risk No blinding or incomplete blinding, and the outcome is likely to be

influenced by lack of blinding;

Blinding of key study participants and personnel attempted, but likely

that the blinding could have been broken, and the outcome is likely to

be influenced by lack of blinding

Unclear risk Insufficient information to permit judgement of low or high risk

4. Blinding of participants and providers

(performance bias)

Subjective outcomes

Low risk Blinding of participants and providers ensured and unlikely that the

blinding could have been broken

High risk No blinding or incomplete blinding, and the outcome is likely to be

influenced by lack of blinding;

Blinding of key study participants and personnel attempted, but likely

that the blinding could have been broken, and the outcome is likely to

be influenced by lack of blinding

Unclear risk Insufficient information to permit judgement of low or high risk

5. Blinding of outcome assessor (detection

bias)

Objective outcomes

Low risk No blinding of outcome assessment, but the review authors judge that the

outcome measurement is not likely to be influenced by lack of blinding;

Blinding of outcome assessment ensured, and unlikely that the blinding

could have been broken

High risk No blinding of outcome assessment, and the outcome measurement is

likely to be influenced by lack of blinding;

Blinding of outcome assessment, but likely that the blinding could have

been broken, and the outcome measurement is likely to be influenced by

lack of blinding

Unclear risk Insufficient information to permit judgement of low or high risk
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(Continued)

6.Blinding of outcome assessor (detection

bias)

Subjective outcomes

Low risk Blinding of outcome assessment ensured, and unlikely that the blinding

could have been broken

High risk No blinding of outcome assessment, and the outcome measurement is

likely to be influenced by lack of blinding;

Blinding of outcome assessment, but likely that the blinding could have

been broken, and the outcome measurement is likely to be influenced by

lack of blinding

Unclear risk Insufficient information to permit judgement of low or high risk

7. Incomplete outcome data (attrition bias)

For all outcomes except retention in treat-

ment or drop out

Low risk No missing outcome data;

Reasons for missing outcome data unlikely to be related to true outcome

(for survival data, censoring unlikely to be introducing bias);

Missing outcome data balanced in numbers across intervention groups,

with similar reasons for missing data across groups;

For dichotomous outcome data, the proportion of missing outcomes

compared with observed event risk not enough to have a clinically relevant

impact on the intervention effect estimate;

For continuous outcome data, plausible effect size (difference in means or

standardis ed difference in means) among missing outcomes not enough

to have a clinically relevant impact on observed effect size;

Missing data have been imputed using appropriate methods

All randomised patients are reported/analysed in the group they were

allocated to by randomisation irrespective of non-compliance and co-

interventions (intention to treat)

High risk Reason for missing outcome data likely to be related to true outcome,

with either imbalance in numbers or reasons for missing data across in-

tervention groups;

For dichotomous outcome data, the proportion of missing outcomes

compared with observed event risk enough to induce clinically relevant

bias in intervention effect estimate;

For continuous outcome data, plausible effect size (difference in means

or standardis ed difference in means) among missing outcomes enough

to induce clinically relevant bias in observed effect size;

‘As-treated’ analysis done with substantial departure of the intervention

received from that assigned at randomisation

Unclear risk Insufficient information to permit judgement of low or high risk (e.g.

number randomised not stated, no reasons for missing data provided;

number of drop outs not reported for each group)

8 Selective reporting (reporting bias) Low risk The study protocol is available and all of the study’s pre-specified (primary

and secondary) outcomes that are of interest in the review have been

reported in the pre-specified way;

The study protocol is not available but it is clear that the published reports

include all expected outcomes, including those that were pre-specified

(convincing text of this nature may be uncommon)
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(Continued)

High risk Not all of the study’s pre-specified primary outcomes have been reported;

One or more primary outcomes is reported using measurements, analysis

methods or subsets of the data (e.g. subscales) that were not pre-specified;

One or more reported primary outcomes were not pre-specified (unless

clear justification for their reporting is provided, such as an unexpected

adverse effect);

One or more outcomes of interest in the review are reported incompletely

so that they cannot be entered in a meta-analysis;

The study report fails to include results for a key outcome that would be

expected to have been reported for such a study

Unclear risk Insufficient information to permit judgement of low or high risk

9. Other bias Low risk No difference in important covariates (e.g. gender or alcohol use) between

study groups at baseline;

No risk of contamination of program effects (e.g. randomisation at school

level of geographically- dispersed schools)

High risk Baseline between study group imbalance in important covariate/s such as

gender or alcohol use;

Contamination of program effects (e.g. clusters of students randomised

to experimental or control program within one school)

Unclear risk Insufficient information to permit judgement of low or high risk for

confounding or contamination
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This work is being conducted in a partnership between researchers from the University of Newcastle (Australia), Oxford Brookes

University (UK), and the Australian Drug Foundation (ADF). The Australian Drug Foundation (ADF) is a not-for-profit organisation.

Its vision is Healthy People, Stronger Communities. Its mission is working together to prevent alcohol and other drug problems in

communities. The ADF has a 50 year history of supporting communities to prevent alcohol and other drug (AOD) misuse. The

national office is in Melbourne and the organisation is active across Australia, specialising in averting AOD harm rather than providing

treatment services like most organisations in this field. The ADF works in consultation and collaboration with communities and

through partnerships and alliances with like-minded organisations. The Other Talk, assisting parents to talk to their children about

alcohol and other drugs, is a major community program.

DFs Department has received funding from the alcohol industry for adapting and evaluating a family based prevention program, the

ISFP. The adapted version was evaluated in large scale randomised controlled trials in Wales, funded by the UK Medical Research

Council, and Poland, funded by the Polish National Bureau for Drug Prevention.
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