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ABSTRACT
Introduction Hazardous alcohol and drug use is 
associated with substantial morbidity, mortality and 
societal cost worldwide. Yet, only a minority of those 
struggling with substance use concerns receive 
specialised services. Numerous barriers to care exist, 
highlighting the need for scalable and engaging treatment 
alternatives. Online interventions have exhibited promise 
in the reduction of substance use, although studies to 
date highlight the key importance of patient engagement 
to optimise clinical outcomes. Peer support may provide 
a way to engage patients using online interventions. The 
goal of this study is to evaluate the efficacy and cost- 
effectiveness of Breaking Free Online (BFO), an online 
cognitive- behavioural intervention for substance use, 
delivered with and without peer support.
Methods and analysis A total of 225 outpatients 
receiving standard care will be randomised to receive 
clinical monitoring with group peer support, with BFO 
alone, or with BFO with individual peer support, in an 8- 
week trial with a 6- month follow- up. The primary outcome 
is substance use frequency; secondary outcomes include 
substance use problems, depression, anxiety, quality 
of life, treatment engagement and cost- effectiveness. 
Mixed effects models will be used to test hypotheses, and 
thematic analysis of qualitative data will be undertaken.
Ethics and dissemination The protocol has received 
approval by the Centre for Addiction and Mental Health 
Research Ethics Board. Results will help to optimise 
the effectiveness of structured online substance use 
interventions provided as an adjunct to standard care in 
hospital- based treatment programmes. Findings will be 
disseminated through presentations and publications to 
scholarly and knowledge user audiences.
Trial registration number NCT05127733

INTRODUCTION
Harmful alcohol and drug use is reported by 
a large proportion of adults worldwide1 and 
is responsible for substantial morbidity and 
mortality as well as societal costs.2 3 National 
bodies clearly recognise the public health 
costs of substance use disorders, as well as the 

numerous barriers to care that exist. Indeed, 
only a minority of those experiencing diffi-
culties with substance use receives specialised 
services.4 Current treatments for substance 
use concerns exhibit modest efficacy and 
engagement, highlighting the importance 
of improving available services for those with 
substance use concerns.5 Both digital health 
solutions and peer support involvement have 
been promoted to meet this critical need.

Computer- based and web- based interven-
tions represent an innovation with substantial 
promise for substance use concerns, and may 
promote access and engagement, comple-
ment traditional treatment, and improve 
outcomes. Such digital health solutions over-
come numerous barriers to care. In a seminal 
review, Moore et al6 concluded that computer- 
based interventions for substance use 
concerns are associated with greater motiva-
tion and retention as well as improved knowl-
edge and substance use outcomes compared 
with standard care. Marsch and Dallery7 

STRENGTHS AND LIMITATIONS OF THIS STUDY
 ⇒ This study is the first to examine the efficacy of two 
approaches to implementation of Breaking Free 
Online.

 ⇒ The design includes a diverse sample with a range 
of substance use disorders and co- occurring condi-
tions which will promote generalisability of results.

 ⇒ This study includes numerous rigorous design el-
ements including gold- standard outcome assess-
ments and measures to limit risk of bias.

 ⇒ Peer support is an integral component of support 
for many; peer supporters’ active role in shaping 
and implementing digital health interventions holds 
great promise in optimising this form of intervention.

 ⇒ The COVID- 19 pandemic and other external stress-
ors occurring over the course of this study may im-
pact outcomes.
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further concluded that computer- based treatments are 
effective at all stages of recovery, and have extraordi-
nary potential to build efficiencies in care. Meta- analyses 
have generally supported the impact of computer- based 
interventions for substance use concerns with small- to- 
medium effect sizes.8 9

The majority of the digital health solutions comprise 
interventions made up of cognitive and behavioural 
change techniques.10 11 Indeed, despite their efficacy, 
numerous barriers to the widespread implementation 
of in- person cognitive behavioural therapy (CBT) for 
substance use concerns exist, ranging from limited avail-
ability of trained professionals, lengthy wait times for care, 
stigma, and the time and cost to travel to service settings. 
This evidence- based treatment is rarely implemented 
with high fidelity in clinical practice,12 further high-
lighting the potential for digital technologies to improve 
access to high- quality care. Online self- guided inter-
ventions can consistently deliver the psychoeducation 
and skills building exercises that are core to numerous 
evidence- based treatments for substance use concerns, 
thus ensuring the fidelity of these treatment components, 
a substantial benefit of this treatment modality.

Breaking Free Online (BFO) is a computer- based treat-
ment initially developed in Manchester, England, but 
now available across many treatment settings in both the 
UK and North America, for those aiming to manage their 
substance use and is based on a CBT model.13 Seminal 
investigations have documented user engagement and 
outcomes, and demonstrated that BFO is associated with 
benefit in diverse samples using a range of substances14–16 
as well as in those endorsing concurrent depression and 
anxiety.17 Despite the strong qualitative and quantitative 
support for this programme, the added value of BFO 
to standard care has yet to be empirically tested in a 
randomised comparison of standard care versus standard 
care delivered with BFO; its capacity to impact healthcare 
costs has further yet to be evaluated.

Although digital interventions such as BFO are 
increasingly being used in healthcare settings, many 
people receive little or no support when they engage 
with these interventions. Peer support, the ability to 
identify with others through shared understanding of 
experiences, may be of benefit when patients engage 
with digital interventions. Indeed, peer support may 
provide a key mechanism by which to improve treat-
ment engagement and retention across treatment 
modalities, contexts and settings. Systematic reviews 
have supported the benefits of peer support in acute 
treatment, including reduced substance use and 
relapse, improved treatment and social support, and 
importantly, increased treatment retention, adher-
ence and satisfaction.18–20 Notably, meta- analyses have 
further underscored the methodological limitations in 
studies to date, and repeatedly called for evaluations of 
increased rigour including larger sample sizes, blinded 
outcomes assessment, random assignment, comparison 
groups, and cost- effectiveness analysis.

The goal of the proposed research is to address these 
identified gaps within the literature in an investigation 
of the efficacy and cost- effectiveness of BFO with versus 
without peer support, in adults seeking treatment for 
substance use disorder. Outpatients receiving standard 
care will be randomised to receive clinical monitoring 
(CM) with group peer support, CM with BFO alone 
(BFO) or CM with BFO and individual peer support 
(BFO+PS), for 8 weeks, and will be followed- up monthly 
for 6 months. Substance use frequency during the past 
month will be the primary outcome measure; secondary 
outcomes will include substance use problems, depres-
sion, anxiety, quality of life, treatment engagement. and 
cost- effectiveness.

METHODS AND ANALYSIS
Patient and public involvement
The current proposal represents a novel collaboration 
between the Centre for Addiction and Mental Health 
(CAMH) and the Community Addictions Peer Support 
Association (CAPSA), with project leads from both organ-
isations. Following funding acquisition, a CAPSA Advisory 
Committee was formed to inform study goals and design, 
study assessment schedule, and knowledge translation 
and exchange. Advisors also directly informed the peer 
support protocol and training to be delivered. Following 
study launch, advisors remain engaged through quarterly 
progress reports and other communications and peer 
supporters meet monthly to provide feedback. Notably, 
peer supporters and other people with lived and living 
experience of substance use challenges have historically 
been involved in the development, implementation, and 
evaluation of BFO, with updates and improvements made 
to the programme based on regular feedback.21–23

Trial design
The study is a three- arm, parallel group, randomised 
controlled trial with evaluations conducted biweekly for 
8 weeks during the intervention and monthly follow- ups 
conducted for 6 months after the end of the interven-
tion. The trial has been registered with  ClinicalTrials. gov. 
The protocol manuscript is compliant with the Standard 
Protocol Items: Recommendations for Interventional 
Trials statement.24

Recruitment and participants
Participants will be recruited from the CAMH Outpatient 
Addictions Programme through clinician and self- referral 
as well as the hospital research registry.

All participants will meet the following inclusion 
criteria: (1) 18 years of age and above; (2) fluency in 
English ; (3) understand and willing to comply with study 
requirements and provide informed consent; (4) meet 
diagnostic criteria for a current substance use disorder; 
(5) have used their primary substance of concern within 
the past 30 days; and (6) are registered with CAMH Addic-
tions Programme outpatient services. Exclusion criteria 
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include: (1) meet diagnostic criteria for current psychosis 
or mania; (2) psychiatric disorder requiring care more 
urgently than substance use, including acute intoxication 
or withdrawal requiring medical attention; (3) significant 
neurological disorder or physical illness likely to interfere 
with participation; (4) any known practical factors that 
would preclude participation, such as extended absence; 
(5) unable to read at a sixth- grade level.

Procedure
Participants will be approached following standard intake 
procedures in the CAMH outpatient services. All inter-
ested and potential participants will complete a brief tele-
phone eligibility assessment, including an initial screening 
interview to assess basic demographic and clinical charac-
teristics. Individuals who meet the preliminary eligibility 
requirements will then complete an in- person or video 
conference screening interview. Informed consent will be 
obtained and documented according to hospital standard 
operating procedures. Eligible participants are enrolled 
upon their pretreatment assessment, when they complete 
all baseline measures and are randomised to one of 
three study conditions. Following randomisation, partic-
ipants will be approached to complete biweekly study 
assessments for 8 weeks, a post- treatment assessment and 
monthly follow- up assessments for 6 months regardless 
of treatment compliance or attrition status. All outcome 
assessments will be conducted by research team members 
blind to condition assignment. See figure 1 for the study 
flow chart. The study start date was 25 October 2021 and 
the anticipated study end date is 26 January 2024.

Interventions
All participants will be offered standard care including 
ancillary services as needed, including psychiatric, phar-
macologic, and emergency services. This pragmatic 
approach prioritises patient safety and has been applied 
in recent randomised controlled trials of online CBT in 
substance use.11

Experimental condition A: BFO
BFO is an online intervention designed to provide support 
to adults struggling with substance use. BFO enables indi-
viduals to access tailored clinical content specific to their 
needs, while maintaining anonymity. It provides psycho-
education and skills building exercises in evidence- based 
psychosocial intervention strategies, namely CBT and 
compatible approaches. This programme uses multi-
media components through both computerised and 
mobile application delivery; no coaching or therapist 
support is provided. Participants actively engage with 
module content by working through individual exer-
cises in a stepwise manner, which involves reviewing 
text, audio, and video information, and entering infor-
mation in a variety of formats (e.g., checkboxes, open 
text fields) as they reflect on the content and progress 
towards their goals. The intervention strategies contained 
within BFO are provided via a six- domain biopsychosocial 
model, including difficult situations, negative thoughts, 
emotional impacts, unhelpful behaviours, physical sensa-
tions and lifestyle, which are closely aligned with the five 
factors used in basic CBT models (i.e., environment, 
thoughts, moods, behaviours, physical reactions25 26). 
Each domain of the biopsychosocial model corresponds 
to a module in the BFO programme which contains a 
psychoeducation ‘information’ strategy, as well as an 
‘action’ strategy to facilitate behaviour change. Data 
captured during each users’ baseline assessment27 28 is 
used by the programme to populate the model and to 
provide feedback to the individual on their levels of func-
tioning across the six domains via a traffic- light colour 
coding system, with green, amber and red, indicating 
‘little’, ‘moderate’ and ‘significant’ impairment, respec-
tively (see figure 2 below). The programme guides the 
user to concentrate on completing strategies aligned to 
aspects of their functioning with the greatest impairment.

Experimental condition B: BFO+individual peer support
BFO delivered with peer support will comprise BFO 
with at least weekly contact with a peer with lived expe-
rience. Each participant will be assigned a peer support 
worker who will meet with them virtually on a weekly 
basis by appointment. Peer support workers will receive 
training on how to deliver BFO as a structured, facilitated 
programme. As part of this training, peer support workers 
will be given their own access code to use BFO and be 
encouraged to use the programme to both enhance their 
knowledge of the programme content and to support 
their own well- being. Members of BFO will provide both 
group and individual training, including a review of a 

Figure 1 Participant flow chart. CAMH, Centre for Addiction 
and Mental Health.
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weekly peer support plan. The first session constitutes an 
initial orientation to the programme and is delivered by 
peer support workers during the first week. Subsequent 
lessons review each information and action strategy in 
the BFO programme, with a series of prompts to guide 
peer support of this content. Peer support workers 
follow a manual that includes overall guidance as well 
as specific topics for discussion in each session. Sessions 
are generally divided into three components: the session 
start (including a recap of the previous session, how they 
have been feeling over the past week, logging into the 
programme and completing a Progress Check assess-
ment if applicable), session focus (including a collabora-
tive review and discussion of the information or activity 
module to be completed) and session close (including 
final discussion, planning for the week, printing PDF 
summaries of completed strategies and logging out of the 
programme).

Control condition: CM+group peer support
The control condition will consist of CM with access to 
group support. That is, participants will complete study 
assessment visits, as well as receive an orientation to the 
online peer support group facilitated by trained peers 
offered through CAPSA multiple times per week. Peer 
support is part of standard care at CAMH and this facil-
itation will ensure that all randomised to this condition 
have access to an active intervention during the acute 
treatment phase. The group meets weekly and will offer 

participants a space to share their experiences and receive 
support.

Data collection
Table 1 provides a summary of assessment measures as 
well as primary and secondary outcome measures admin-
istered during the trial. All self- report measures will be 
administered online. Interview measures may be admin-
istered in- person or via video conference, according 
to participant preference. To confirm eligibility, all 

Table 1 Schedule of assessments

Week Month

Procedure Screen 0 2–6 8 1–5 6

Informed consent X

Clinician- administered 
assessments

Demographics X

Medical history X

Treatment history X X* X* X* X* X*

Structured Clinical 
Interview for DSM- 5

X X† X† X†

Timeline Ffollow- Back X X X X

Qualitative interview X X

Programme and client 
costs—substance abuse 
treatment measure

X X X

Questionnaires

Severity of Dependence 
Scale

X X X X X

Alcohol Use Disorder 
Identification Test

X X X

Drug Use Disorders 
Identification Test

X X X

Patient Health 
Questionaire- 9

X X X

Generalised Anxiety 
Disorder- 7

X X X

WHO Quality of Life 
Assessment

X X X X X

Substance Use Calendar X X

Brief COPE Scale X X X

Adult Hope Scale X X X

Positive and Negative 
Affect Schedule—
Expanded Form

X X X

Contemplation Ladder X X X

Treatment Acceptability/
Adherence Scale

X X‡ X‡

WHO Disability 
Assessment Schedule 
V.2.0

X X X X X

*Current/since last visit treatment section only.
†Structured Clinical Interview for the DSM- 5 module E only.
‡Post- treatment version.

Figure 2 Breaking Free Online interface using the traffic 
light colour coding system.
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participants will be clinically characterised by the Struc-
tured Clinical Interview for the Diagnostic and Statistical 
Manual of Mental Disorders, Fifth Edition (SCID- 529), 
which will be used to define the psychiatric diagnosis 
for alcohol and substance use disorders and assess the 
disorder severity over the past month. The SCID- 5 has 
been demonstrated to have excellent reliability and 
validity.30 Participants will also complete the Contem-
plation Ladder,31 which is a single- item Visual Analogue 
Scale ranging from 0 ‘(No thought of quitting. I cannot 
live without the substance(s)’) to 10 (‘I have changed 
my substance use and will never go back to the way I 
used before’). It will be used to assess where participants 
currently are in thinking about and/or changing their 
substance use for each substance that they use.

Primary outcome
The primary outcome measure will be change in frequency 
(days) of substance use (primary substance of concern) 
over the past 30 days according to the Timeline Follow- 
Back (TLFB32), a retrospective interview, which assesses 
substance use over the previous month. The TLFB has 
accumulated evidence for its validity and reliability.33 34

Secondary outcomes
Secondary outcome measures will include the quantity of 
substance use (alcohol and cannabis only) over the past 
30 days according to the TLFB. Further, the Substance 
Use Calendar is a self- report questionnaire that will be 
used to collect self- reports of alcohol and drug use over 
the previous 14 days, as well as amounts of substance 
use for the participants’ primary substance of concern, 
biweekly over the course of acute treatment and monthly 
over the course of follow- up. This additional measure will 
promote fulsome assessment of substance use frequency 
and quantity over both treatment and follow- up.

The Severity of Dependence Scale (SDS35) is a 5- item 
self- report questionnaire that will be used to assess the level 
of participants’ dependence on their primary substance 
of concern over the previous 30 days. Items are scored 
on a Likert scale of 0 (not at all) to 3 (always or nearly 
always), with a maximum total score of 15, with higher 
scores indicating more severe dependence. Research has 
supported SDS score validity36 and test–retest reliability.37

The Alcohol Use Disorder Identification Test 
(AUDIT38) is a 10- item self- report questionnaire that 
will be used to assess alcohol consumption amounts and 
frequency, alcohol- related issues, and drinking behaviour 
adapted to assess the past month to facilitate assessment 
of change (see 39 for an example). The items are scored 
on a scale of 0–4 with a maximum total score of 40, with 
higher scores indicating more severe alcohol use issues. 
AUDIT scores have demonstrated good internal consis-
tency,40 sensitivity, and specificity.41

The Drug Use Disorders Identification Test (DUDIT42) 
is an 11- item self- report questionnaire that will be used 
to assess various drug- related issues and identify use 
patterns also adapted to assess the past month (see 43 

for an example). The items are scored on a 3- point scale 
with total scores ranging from 0 to 44, with higher scores 
suggesting higher severity of substance use issues. DUDIT 
scores have demonstrated internal consistency and 
convergent validity.43

The Patient Health Questionnaire-9 (PHQ- 944) is a 
9- item self- report questionnaire that will be used to assess 
participants’ symptoms of depression over the previous 14 
days. Items are scored on a scale of 0–3, with a total score 
range between 0 and 27 and higher scores indicating 
a higher level of depression symptom severity. PHQ- 9 
scores demonstrate good sensitivity and specificity, as well 
as internal consistency and reliability.45 46

The Generalised Anxiety Disorder 7- item (GAD- 747) is 
a self- report measure that will be used to assess partici-
pants’ symptom severity of GAD over the previous 14 
days. The items range on a scale of 0–4, with total scores 
ranging from 0 to 21 and higher scores indicating more 
severe GAD symptoms. GAD- 7 scores demonstrate good 
reliability, validity and sensitivity.48

The WHO Quality of Life Brief (WHOQoL- BREF49) 
is a 26- item self- report questionnaire that will be used 
to assess participants’ quality of life over the previous 
4 weeks. The items are scored on a 5- point Likert scale, 
with higher total scores indicating a higher quality of life. 
The WHOQoL- BREF has been demonstrated to have 
good internal consistency50 and validity.51

Additional measures will be administered to support 
the evaluation of healthcare costs and exploratory anal-
yses of moderators and mediators of outcomes suggested 
by lived experience advisors. The Programme and Client 
Costs—Substance Abuse Treatment52 is a clinician- 
administered interview that will be used to monitor 
services provided to the participants as part of their stan-
dard treatment at CAMH over the past 7 days and associ-
ated costs. The Brief COPE Scale53 is a 28- item self- report 
questionnaire that will be used to assess frequency of use 
of different coping strategies in response to stressors. The 
Adult Hope Scale54 is a 12- item self- report questionnaire 
that will be used to assess current level of hope. The Posi-
tive and Negative Affect Schedule—Expanded Form55 
is a 60- item self- report questionnaire that assesses posi-
tive and negative affect over the past 30 days, as well as 
additional specific affects. The Treatment Acceptability/
Adherence Scale56 is a 10- item self- report questionnaire 
that assesses treatment acceptability and anticipated or 
actual adherence in response to a given treatment. The 
WHO Disability Assessment Schedule V.2.057 is a 12- item 
self- report measure assessing overall level of functioning 
over the past 30 days.

Finally, participants will complete a semi- structured 
interview post- treatment following a qualitative descrip-
tion design.58 59 Interviews will have a two- pronged focus 
including (1) barriers and facilitators to the implemen-
tation of online CBT and (2) a complementary ethno-
graphic focus on ‘health work’ patients engage in.60 61 
This dual focus permits a complex understanding of the 
impact of online CBT and explores ways to optimally 
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deliver support during the care journey. Thematic anal-
ysis of interview data will be undertaken to offer a summa-
tive description of how patients give meaning to their 
experience in light of the intervention received.

Compensation
Participants will receive honoraria in the form of gift 
cards for study assessments in the following amounts 
(1) $C25 for completing the pretreatment and post- 
treatment study assessment, and (2) $C5 for each 
monthly follow- up assessment, (3) $C25 for completing 
the 6- month follow- up assessment and (4) a $C25 bonus 
for completing all assessments, for a maximum of $C125.

Withdrawal
Patients will be withdrawn prematurely from the study if, 
at any point during the trial, they ask to exit or they meet 
any of the study’s exclusion criteria. Patients will be consid-
ered for withdrawal from study treatment and assessment 
procedures if they evidence any urgent medical or mental 
health issues. Participant attrition and adverse events will 
be closely monitored and reported to the institutional 
ethics board as appropriate. Attrition is defined as failure 
to complete study outcome assessment measures (i.e., a 
complete loss to follow- up). The research team will track 
this electronically and also provide a fulsome description 
of missing data patterns during knowledge dissemination. 
Adverse events are defined as harmful side effects that a 
patient experiences when participating in a study, which 
may or may not be related to the treatment received, and 
which are classified as mild, moderate or severe. The 
research team queries adverse events at the beginning 
of every study visit, which are tracked on a detailed log 
and reported to the Institutional Review Board on an 
annual basis (except in the case of severe events, which 
are reported within 48 hours). A thorough assessment of 
participants’ baseline health will be completed; determi-
nation of any adverse events will be in reference to base-
line health for significant changes.

Sample size
A power calculation for a randomised trial indicated that 
a sample size of n=60 participants per study condition 
(N=180 in total) will be required to locate a small- to- 
medium effect size (Cohen’s f=0.13) with a power of 80% 
(for main effects or interactions), an alpha level of 0.05, 
and assuming a pre–post correlation of 0.50. This power 
analysis was conducted using G*Power62 and was based on 
based on the power necessary to detect the interactions 
between pre–post changes in the primary outcome and 
the planned comparisons among the intervention groups 
(see proposed analyses below). We anticipate an attrition 
rate of 20%, and thus will randomise an attrition- adjusted 
sample size of 225 participants (75 per condition) to 
compensate for the impact of attrition on statistical 
power, although we will conduct an intent- to- treat analysis 
using data from all participants randomised (see below).

Randomisation
Randomisation will be stratified according to sex (male, 
female) and by diagnosis (Alcohol Use Disorder (AUD) 
only, AUD and/or other Substance Use Disorders [SUDs]) 
in randomly generated block sizes. Randomisation will be 
overseen by the CAMH Biostatistical Consultant. Rando-
misation is stratified to ensure comparable distribution of 
these participant variables across treatment groups, and 
to facilitate our capacity to conduct exploratory analyses 
across these important participant features. Allocation 
will be concealed from the study coordinator, with the 
use of sequentially numbered, opaque, sealed envelopes.

Statistical analyses
To evaluate efficacy, we will use a mixed effect model, 
wherein time will be entered as a within- subject factor 
with two levels (pretreatment, post- treatment), and study 
condition (between- subject factor) will be represented by 
two orthogonal contrasts comparing each intervention 
condition to the control condition (i.e., BFO vs CM and 
BFO+PS vs CM). The primary hypothesis will be tested via 
the interaction between time and each contrast. Random 
intercepts will be specified to capture variability across 
individual participants. We will follow the intention- to- 
treat principle and analyse all randomised participants. 
Mixed effect models handle missing values by maximum 
likelihood estimation, which is able to use all available 
information from randomised participants, and has been 
associated with the least bias in a comparison of methods 
for dealing with missing data.63 We plan to examine several 
predictors (e.g., demographics, treatment compliance, 
baseline severity of SUD, comorbid symptomatology) of 
both the missing data on the outcome and the outcome 
itself and will include any significant predictors as auxil-
iary variables in the analysis. When auxiliary variables 
are included in Full Information Maximum Likelihood 
analyses, bias due to missing data can be substantially 
reduced.64 We will examine patterns of missing data in 
the entire data set to determine if the Missing at Random 
assumption is tenable,65 although we will include auxil-
iary variables, if necessary, based on their correlation with 
missingness or the outcome itself. We will also examine 
whether the assumption of normality is met and use a 
robust estimator or model the outcome as a count vari-
able with a Poisson or negative binomial distribution 
using a log link function where appropriate.

To evaluate change in secondary outcomes, we will 
follow the same procedure, and will also conduct post hoc 
models that include a contrast for BFO+PS versus BFO 
to directly compare the two intervention conditions. To 
evaluate durability of effects over the extended follow- up 
period, we will examine the interactions between treat-
ment group contrasts and the trajectory of outcomes 
from post- treatment through the monthly follow- ups.

To evaluate the cost- effectiveness of the interven-
tion for the primary outcome (change in frequency of 
substance use over the past 30 days), we will undertake 
an economic evaluation in line with the Canadian Agency 
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for Drugs and Technologies in Health’s Guidelines for 
the Economic Evaluation of Health Technologies.66 We 
will take the perspective of public third- party payer (i.e., 
the healthcare system). We will collect all relevant costs 
associated with delivering each arm of the intervention. 
All costs will be reported in 2024 Canadian dollars, using 
the Consumer Price Index for Health and Personal 
Care.67 The time frame of the cost- effectiveness analysis 
will be up to the last follow- up and the primary outcome 
of the cost- effectiveness analysis will be the incremental 
cost- effectiveness ratio. To determine whether the inter-
vention is considered cost- effective or not, we will assume 
a willingness to pay a threshold of $C50 000 per life year 
gained, as typically done within the Canadian context. 
Relevant sensitivity analyses will be performed to eval-
uate the robustness of the results. Exploratory analyses 
will include a cost- utility analysis, where we will determine 
quality- adjusted life- years in conjunction with treatment 
costs associated with each treatment condition.

To evaluate the mediational role of engagement, we 
will use path analysis within MPlus,68 applying maximum 
likelihood estimation and specifying condition as the 
independent variable (using the same two orthogonal 
contrasts), engagement at post- treatment as the mediator, 
and substance use frequency at follow- up as the outcome 
(controlling for pretreatment substance use frequency). 
We will assess engagement using a multifaceted measure 
in line with recommendations.69 We will use 10 000 boot-
strap resamples to provide stable estimates of direct, 
indirect, and total effects. To compare pretreatment 
participant characteristics across conditions, analyses of 
variance will be conducted for continuous variables and 
χ2 tests for categorical variables. To compare intensity 
and type of standard care across conditions, similar anal-
yses will be conducted.

Data statement
The project will use the standard CAMH Neuroinfor-
matics Platform processes to make data available, which 
adhere to the highest standards of privacy and security, 
including anonymisation frameworks and data sharing 
processes.

DISCUSSION
Strengths and limitations
This study is the first to examine BFO in Canada, after 
the adaptation of BFO in 2020 to include both Cana-
dian English and Canadian French voice overs as well as 
written and video content. Peer support has been recom-
mended as a supplement to online interventions67; this 
study is further the first to investigate BFO in conjunc-
tion with peer support and may provide evidence about 
possible ways to enhance online treatment for substance 
use disorder. The combination of quantitative and quali-
tative measures will allow for a broader understanding of 
the factors contributing to the effectiveness of BFO with 
and without peer support.

One potential limitation of the study could be gener-
alisability of its findings when applied to populations 
who do not have access to the same standard care that 
is provided at CAMH, as psychiatric consultation and 
psychotherapy have limited availability particularly in 
publicly funded healthcare settings. These results may 
inform further investigations regarding whether the 
BFO programme is able to enhance standard care or to 
otherwise improve efficiency of care. Another potential 
limitation of the study could be high attrition and low 
engagement rates, as has been demonstrated in past 
research on online interventions.70 However, the study 
design includes various modes of contact with partic-
ipants, which may decrease attrition rates. A further 
limitation of the study is that it does not include a formal 
cross- cultural component. This would be a valuable 
future direction for this area of research. Notably, there 
is no existing consensus on the minimum level of adher-
ence to either peer support or BFO that would support 
evaluations such as per- protocol analyses; the develop-
ment of such guidance would be a valuable future area 
of research as well.

Ethical considerations
The proposed study is anticipated to have limited risks 
to participant safety. Participation is voluntary and can 
be discontinued at any time. There are no known risks 
associated with BFO, which has been endorsed by the 
UK’s National Institute for Health and Care Excellence 
(part of the UK Government’s Department of Health and 
Social Care) and is listed as a Vendor of Record by the 
Ontario Telemedicine Network (now known as Ontario 
Health). All participants will continue to receive the stan-
dard of care at CAMH.

Data confidentiality
Participant information will be anonymised and stored 
on a secure CAMH network or in a locked filing cabinet. 
Only members of the research team will have access to the 
data, unless required by law or by an audit of the research 
ethics board/quality assurance. All data will be electron-
ically captured using the secure, customisable Research 
Electronic Data Capture tools. Publications using this 
data will fully protect participants’ anonymity.

Dissemination of findings
Knowledge dissemination will include several steps. First, 
we will target the scientific community and opinion 
leaders by publishing in scholarly journals and presenting 
at academic conferences. Second, we will release reports 
to clinicians and patient groups, in the form of clinician- 
friendly and patient- friendly reports and summaries, 
co- developed with these knowledge users. Third, we will 
communicate results in conference presentations to 
academic and clinician audiences. Additional knowledge 
translation activities will be co- developed with those with 
lived experience.
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CONCLUSION
In conclusion, both digital technologies and peer support 
have been recommended to overcome barriers to care 
for those with substance use concerns. BFO has demon-
strated therapeutic benefits across numerous investiga-
tions; yet, the incremental value of BFO, delivered with 
and without peer support, has yet to be quantified in a 
randomised trial. The current randomised controlled 
trial will address this gap and inform improved care for 
this population for whom accessible, engaging, and cost- 
effective intervention approaches could have significant 
public health impact.

Author affiliations
1Campbell Family Mental Health Research Institute, Centre for Addiction and Mental 
Health, Toronto, Ontario, Canada
2Department of Psychiatry, University of Toronto, Toronto, Ontario, Canada
3Department of Psychology, York University, Toronto, Ontario, Canada
4Institute for Mental Health Policy Research, Centre for Addiction and Mental Health, 
Toronto, Ontario, Canada
5Community Addictions Peer Support Association, Ottawa, Ontario, Canada
6LifeWorks, Toronto, Ontario, Canada
7School of Culture, Media, and Society, University of the Fraser Valley, Abbotsford, 
British Columbia, Canada
8Schulich School of Medicine & Dentisty, University of Western Ontario, City of 
London, Ontario, Canada
9Institute for Clinical Evaluative Sciences (ICES), Toronto, Canada
10Department of Psychology, Carleton University, Ottawa, Ontario, Canada

Twitter Claire de Oliveira @clairede0

Contributors LQ, JE, SE, GS, MC, CD, and GG were involved in the design of 
the study. LQ, JWa, SED, MC, CdO and EK contributed to the first draft of the 
manuscript. All authors, including LQ, JWa, SED, GD, JA, MC, AC, CdO, JWe, GG and 
EK, contributed to and have approved the final manuscript.

Funding This work was supported by the Canadian Institutes of Health Research 
Project Grant #168950.

Competing interests Co- investigators SED and GD are part of LifeWorks, which 
makes Breaking Free Online available to qualified providers and organisations on 
a commercial basis. SED and GD have been involved in designing the study and 
will also be involved in the process of interpreting results of data analyses and 
disseminating findings. None of the investigators conducting this study will receive 
direct commercial benefit.

Patient and public involvement Patients and/or the public were involved in the 
design, or conduct, or reporting, or dissemination plans of this research. Refer to 
the Methods section for further details.

Patient consent for publication Not applicable.

Provenance and peer review Not commissioned; externally peer reviewed.

Open access This is an open access article distributed in accordance with the 
Creative Commons Attribution Non Commercial (CC BY- NC 4.0) license, which 
permits others to distribute, remix, adapt, build upon this work non- commercially, 
and license their derivative works on different terms, provided the original work is 
properly cited, appropriate credit is given, any changes made indicated, and the use 
is non- commercial. See: http://creativecommons.org/licenses/by-nc/4.0/.

ORCID iD
Elizaveta Klekovkina http://orcid.org/0000-0002-6199-0867

REFERENCES
 1 Peacock A, Leung J, Larney S, et al. Global statistics on alcohol, 

tobacco and illicit drug use: 2017 status report. Addiction 
2018;113:1905–26.

 2 Glei DA, Preston SH. Estimating the impact of drug use on us 
mortality, 1999- 2016. PLoS One 2020;15:e0226732.

 3 Dwyer- Lindgren L, Bertozzi- Villa A, Stubbs RW, et al. Trends and 
patterns of geographic variation in mortality from substance use 
disorders and intentional injuries among US counties, 1980- 2014. 
JAMA 2018;319:1013–23.

 4 Substance Abuse and Mental Health Services Administration. Key 
substance use and mental health indicators in the United States: 
results from the 2017 national survey on drug use and health (HHS 
publication No. SMA 18‐5068, NSDUH series H‐53. Rockville, MD: 
Center for Behavioral Health Statistics and Quality, Substance Abuse 
and Mental Health Services Administration, 2018.

 5 Substance Abuse and Mental Health Services Administration. 
Results from the 2010 national survey on drug use and health: 
summary of national findings, NSDUH series H- 41, HHS publication 
No. (SMA) 11- 4658. Rockville, MD: Substance Abuse and Mental 
Health Services Administration, 2011.

 6 Moore BA, Fazzino T, Garnet B, et al. Computer- Based interventions 
for drug use disorders: a systematic review. J Subst Abuse Treat 
2011;40:215–23.

 7 Marsch LA, Dallery J. Advances in the psychosocial treatment of 
addiction: the role of technology in the delivery of evidence- based 
psychosocial treatment. Psychiatr Clin North Am 2012;35:481–93.

 8 Boumparis N, Karyotaki E, Schaub MP, et al. Internet interventions 
for adult illicit substance users: a meta- analysis. Addiction 
2017;112:1521–32.

 9 Giroux I, Goulet A, Mercier J, et al. Online and mobile interventions 
for problem gambling, alcohol, and drugs: a systematic review. Front 
Psychol 2017;8:954.

 10 Carroll KM, Kiluk BD. Cognitive behavioral interventions for alcohol 
and drug use disorders: through the stage model and back again. 
Psychol Addict Behav 2017;31:847–61.

 11 Kiluk BD. Computerized cognitive behavioral therapy for substance 
use disorders: a summary of the evidence and potential mechanisms 
of behavior change. Perspect Behav Sci 2019;42:465–78.

 12 Carroll KM. Lost in translation? moving contingency management 
and cognitive behavioral therapy into clinical practice. Ann N Y Acad 
Sci 2014;162:n/a–111.

 13 Elison S, Humphreys L, Ward J. A pilot outcomes evaluation for 
computer assisted therapy for substance misuse- an evaluation of 
breaking free online. J Subst Use 2013;19:1–6.

 14 Elison S, Davies G, Ward J. Effectiveness of computer- assisted 
therapy for substance dependence using breaking free online: 
subgroup analyses of a heterogeneous sample of service users. 
JMIR Ment Health 2015;2:e13.

 15 Elison S, Davies G, Ward J. An outcomes evaluation of computerized 
treatment for problem drinking using breaking free online. Alcohol 
Treat Q 2015;33:185–96.

 16 Elison S, Weston S, Davies G. Findings from mixed- methods 
feasibility and effectiveness evaluations of the “Breaking Free Online” 
treatment and recovery programme for substance misuse in prisons. 
Drugs 2016;23:176–85.

 17 Elison S, Ward J, Davies G, et al. An outcomes study of eTherapy 
for dual diagnosis using breaking free online. Adv Dual Diagn 
2014;7:52–62.

 18 Eddie D, Hoffman L, Vilsaint C, et al. Lived experience in new models 
of care for substance use disorder: a systematic review of peer 
recovery support services and recovery coaching. Front Psychol 
2019;10:1052.

 19 Bassuk EL, Hanson J, Greene RN, et al. Peer- delivered recovery 
support services for addictions in the United States: a systematic 
review. J Subst Abuse Treat 2016;63:1–9.

 20 Reif S, Braude L, Lyman DR, et al. Peer recovery support for 
individuals with substance use disorders: assessing the evidence. PS 
2014;65:853–61.

 21 Dugdale S, Elison S, Davies G, et al. A qualitative study investigating 
the continued adoption of breaking free online across a national 
substance misuse organisation: theoretical conceptualisation of staff 
perceptions. J Behav Health Serv Res 2017;44:89–101.

 22 Elison S, Ward J, Davies G, et al. Implementation of computer- 
assisted therapy for substance misuse: a qualitative study of 
Breaking Free Online using Roger’s diffusion of innovation theory. 
Drugs Alcohol Today 2014;14:207–18.

 23 Dugdale S, Elison S, Davies G, et al. Using the Transtheoretical 
Model to Explore the Impact of Peer Mentoring on Peer Mentors’ 
Own Recovery from Substance Misuse. J Groups Addict Recover 
2016;11:166–81.

 24 Chan A- W, Tetzlaff JM, Gøtzsche PC, et al. Spirit 2013 explanation 
and elaboration: guidance for protocols of clinical trials. BMJ 
2013;346:346:e7586.

 25 Okuda M, Hasin DS, Olfson M, et al. Generalizability of clinical trials 
for cannabis dependence to community samples. Drug Alcohol 
Depend 2010;111:177–81.

 on M
ay 19, 2023 by guest. P

rotected by copyright.
http://bm

jopen.bm
j.com

/
B

M
J O

pen: first published as 10.1136/bm
jopen-2022-064360 on 12 D

ecem
ber 2022. D

ow
nloaded from

 

https://twitter.com/clairede0
http://creativecommons.org/licenses/by-nc/4.0/
http://orcid.org/0000-0002-6199-0867
http://dx.doi.org/10.1111/add.14234
http://dx.doi.org/10.1371/journal.pone.0226732
http://dx.doi.org/10.1001/jama.2018.0900
http://dx.doi.org/10.1016/j.jsat.2010.11.002
http://dx.doi.org/10.1016/j.psc.2012.03.009
http://dx.doi.org/10.1111/add.13819
http://dx.doi.org/10.3389/fpsyg.2017.00954
http://dx.doi.org/10.3389/fpsyg.2017.00954
http://dx.doi.org/10.1037/adb0000311
http://dx.doi.org/10.1007/s40614-019-00205-2
http://dx.doi.org/10.1111/nyas.12501
http://dx.doi.org/10.1111/nyas.12501
http://dx.doi.org/10.2196/mental.4355
http://dx.doi.org/10.1080/07347324.2015.1023057
http://dx.doi.org/10.1080/07347324.2015.1023057
http://dx.doi.org/10.3109/09687637.2015.1090397
http://dx.doi.org/10.1108/ADD-11-2013-0025
http://dx.doi.org/10.3389/fpsyg.2019.01052
http://dx.doi.org/10.1016/j.jsat.2016.01.003
http://dx.doi.org/10.1176/appi.ps.201400047
http://dx.doi.org/10.1007/s11414-016-9512-0
http://dx.doi.org/10.1108/DAT-05-2014-0025
http://dx.doi.org/10.1080/1556035X.2016.1177769
http://dx.doi.org/10.1136/bmj.e7586
http://dx.doi.org/10.1016/j.drugalcdep.2010.04.009
http://dx.doi.org/10.1016/j.drugalcdep.2010.04.009
http://bmjopen.bmj.com/


9Quilty LC, et al. BMJ Open 2022;12:e064360. doi:10.1136/bmjopen-2022-064360

Open access

 26 Kiluk BD, Nich C, Buck MB, et al. Randomized clinical trial of 
computerized and Clinician- Delivered CBT in comparison with 
standard outpatient treatment for substance use disorders: primary 
Within- Treatment and follow- up outcomes. Am J Psychiatry 
2018;175:853–63.

 27 Elison- Davies S, Davies G, Ward J, et al. Protocol for a randomized 
controlled trial of the breaking free online health and justice program 
for substance misuse in prison settings. Health Justice 2018;6:20.

 28 Posner K, Brent D, Lucas C. Columbia- suicide severity rating scale. 
New York, NY: Columbia University Medical Center, 2008: 10.

 29 First MB. Structured clinical interview for the DSM (SCID). The 
encyclopedia of clinical psychology 2014;29:1–6.

 30 Osório FL, Loureiro SR, Hallak JEC, et al. Clinical validity and 
intrarater and test- retest reliability of the Structured Clinical Interview 
for DSM- 5 - Clinician Version (SCID- 5- CV). Psychiatry Clin Neurosci 
2019;73:754–60.

 31 Biener L, Abrams DB. The Contemplation ladder: validation of a 
measure of readiness to consider smoking cessation. Health Psychol 
1991;10:360–5.

 32 Sobell LC, Sobell MB. Timeline follow- back. InMeasuring alcohol 
consumption. Totowa, NJ: Humana Press, 1992(pp.: 41–72.

 33 Hjorthøj CR, Hjorthøj AR, Nordentoft M. Validity of Timeline Follow- 
Back for self- reported use of cannabis and other illicit substances--
systematic review and meta- analysis. Addict Behav 2012;37:225–33.

 34 Brown RA, Burgess ES, Sales SD, et al. Reliability and validity of 
a smoking timeline follow- back interview. Psychology of Addictive 
Behaviors 1998;12:101–12.

 35 Gossop M, Griffiths P, Powis B, et al. Severity of dependence and 
route of administration of heroin, cocaine and amphetamines. Br J 
Addict 1992;87:1527–36.

 36 Gossop M, Darke S, Griffiths P, et al. The severity of dependence 
scale (SDS): psychometric properties of the SDS in English and 
Australian samples of heroin, cocaine and amphetamine users. 
Addiction 1995;90:607–14.

 37 Gossop M, Best D, Marsden J. Test- Retest reliability of the severity 
of dependence scale, 1997.

 38 Saunders JB, Aasland OG, Babor TF, et al. Development of the 
Alcohol Use Disorders Identification Test (AUDIT): WHO Collaborative 
Project on Early Detection of Persons with Harmful Alcohol 
Consumption--II. Addiction 1993;88:791–804.

 39 Demartini KS, Carey KB. Optimizing the use of the audit for alcohol 
screening in college students. Psychol Assess 2012;24:954–63.

 40 Allen JP, Litten RZ, Fertig JB, et al. A review of research on the 
alcohol use disorders identification test (audit). Alcoholism: Clinical 
and Experimental Research 1997;21:613–9.

 41 Allen JP, Reinert DF, Volk RJ. The alcohol use disorders identification 
test: an aid to recognition of alcohol problems in primary care 
patients. Prev Med 2001;33:428–33.

 42 Berman AH, Bergman H, Palmstierna T. Drug use disorders 
identification test. European addiction research, 2003.

 43 Berman AH, Bergman H, Palmstierna T, et al. Evaluation of the 
drug use disorders identification test (DUDIT) in criminal justice and 
detoxification settings and in a Swedish population sample. Eur 
Addict Res 2005;11:22–31.

 44 Kroenke K, Spitzer RL, Williams JB. The PHQ- 9: validity of a brief 
depression severity measure. J Gen Intern Med 2001;16:606–13.

 45 Kroenke K, Spitzer RL, Williams JBW, et al. The patient health 
questionnaire somatic, anxiety, and depressive symptom scales: a 
systematic review. Gen Hosp Psychiatry 2010;32:345–59.

 46 Martin A, Rief W, Klaiberg A, et al. Validity of the brief patient health 
questionnaire mood scale (PHQ- 9) in the general population. Gen 
Hosp Psychiatry 2006;28:71–7.

 47 Spitzer RL, Kroenke K, Williams JBW, et al. A brief measure for 
assessing generalized anxiety disorder: the GAD- 7. Arch Intern Med 
2006;166:1092–7.

 48 Johnson SU, Ulvenes PG, Øktedalen T, et al. Psychometric 
properties of the general anxiety disorder 7- item (GAD- 7) scale in a 
heterogeneous psychiatric sample. Front Psychol 2019;10:1713.

 49 Skevington SM, Lotfy M, O'Connell KA, et al. The world Health 
organization's WHOQOL- BREF quality of life assessment: 
psychometric properties and results of the International field trial. A 
report from the WHOQOL group. Qual Life Res 2004;13:299–310.

 50 Whoqol Group. Development of the world Health organization 
WHOQOL- BREF quality of life assessment. The WHOQOL group. 
Psychol Med 1998;28:551–8.

 51 Trompenaars FJ, Masthoff ED, Van Heck GL, et al. Content validity, 
construct validity, and reliability of the WHOQOL- Bref in a population 
of Dutch adult psychiatric outpatients. Qual Life Res 2005;14:151–60.

 52 Jofre- Bonet M, Sindelar JL, Petrakis IL, et al. Cost effectiveness of 
disulfiram: treating cocaine use in methadone- maintained patients. J 
Subst Abuse Treat 2004;26:225–32.

 53 Carver CS. You want to measure coping but your protocol's too long: 
consider the brief cope. Int J Behav Med 1997;4:92–100.

 54 Snyder CR, Harris C, Anderson JR, et al. The will and the ways: 
development and validation of an individual- differences measure of 
hope. J Pers Soc Psychol 1991;60:570–85.

 55 Watson D, Clark LA. The PANAS- X: manual for the positive and 
negative affect schedule- expanded form. University of Iowa, 1994.

 56 Milosevic I, Levy HC, Alcolado GM, et al. The treatment acceptability/
adherence scale: moving beyond the assessment of treatment 
effectiveness. Cogn Behav Ther 2015;44:456–69.

 57 Üstün TB, Kostanjsek N, Chatterji S, eds. Measuring health and 
disability: Manual for WHO disability assessment schedule WHODAS 
2.0. World Health Organization, 2010.

 58 Sandelowski M. Whatever happened to qualitative description? Res 
Nurs Health 2000;23:334–40.

 59 Hole R. Qualitative health research. In: Bassil K, Zabkiewicz D, eds. 
Health research methods: a Canadian perspective. London: Oxford 
University Press, 2014: 165–89.

 60 Mykhalovskiy E, Mccoy L, Bresalier M. Compliance/adherence, 
HIV, and the critique of medical power. Soc Theory Health 
2004;2:315–40.

 61 Nichols N, Fridman M, Ramadan K, et al. Investigating the social 
organization of family health work: an institutional ethnography. Crit 
Public Health 2016;26:554–65.

 62 Faul F, Erdfelder E, Lang A- G, et al. G*Power 3: a flexible statistical 
power analysis program for the social, behavioral, and biomedical 
sciences. Behav Res Methods 2007;39:175–91.

 63 Hallgren KA, Witkiewitz K. Missing data in alcohol clinical trials: a 
comparison of methods. Alcohol Clin Exp Res 2013;37:2152–60.

 64 Collins LM, Schafer JL, Kam CM. A comparison of inclusive and 
restrictive strategies in modern missing data procedures. Psychol 
Methods 2001;6:330–51.

 65 Little RJA. A test of missing completely at random for multivariate 
data with missing values. J Am Stat Assoc 1988;83:1198–202.

 66 Canadian Agency for Drugs and Technologies in Health (CADTH). 
Guidelines for the economic evaluation of health technologies: 
Canada. Ottawa: CADTH, 2017.

 67 Canada S. Consumer price index portal. Available: https://www. 
statcan.gc.ca/en/subjects-start/prices_and_price_indexes/ 
consumer_price_indexes

 68 Muthén LK, Muthén B. Mplus user’s guide: Statistical analysis with 
latent variables, user’s guide. Muthén & Muthén, 2017.

 69 Brown G, Crawford S, Perry G- E, et al. Achieving meaningful 
participation of people who use drugs and their peer organizations in 
a strategic research partnership. Harm Reduct J 2019;16:1–0..

 70 Milward J, Drummond C, Fincham- Campbell S, et al. What makes 
online substance- use interventions engaging? A systematic review 
and narrative synthesis. Digit Health 2018;4:205520761774335.

 on M
ay 19, 2023 by guest. P

rotected by copyright.
http://bm

jopen.bm
j.com

/
B

M
J O

pen: first published as 10.1136/bm
jopen-2022-064360 on 12 D

ecem
ber 2022. D

ow
nloaded from

 

http://dx.doi.org/10.1176/appi.ajp.2018.17090978
http://dx.doi.org/10.1186/s40352-018-0078-1
http://dx.doi.org/10.1111/pcn.12931
http://dx.doi.org/10.1037/0278-6133.10.5.360
http://dx.doi.org/10.1016/j.addbeh.2011.11.025
http://dx.doi.org/10.1037/0893-164X.12.2.101
http://dx.doi.org/10.1037/0893-164X.12.2.101
http://dx.doi.org/10.1111/j.1360-0443.1992.tb02660.x
http://dx.doi.org/10.1111/j.1360-0443.1992.tb02660.x
http://dx.doi.org/10.1046/j.1360-0443.1995.9056072.x
http://dx.doi.org/10.1111/j.1360-0443.1993.tb02093.x
http://dx.doi.org/10.1037/a0028519
http://dx.doi.org/10.1111/j.1530-0277.1997.tb03811.x
http://dx.doi.org/10.1111/j.1530-0277.1997.tb03811.x
http://dx.doi.org/10.1006/pmed.2001.0910
http://dx.doi.org/10.1159/000081413
http://dx.doi.org/10.1159/000081413
http://dx.doi.org/10.1046/j.1525-1497.2001.016009606.x
http://dx.doi.org/10.1016/j.genhosppsych.2010.03.006
http://dx.doi.org/10.1016/j.genhosppsych.2005.07.003
http://dx.doi.org/10.1016/j.genhosppsych.2005.07.003
http://dx.doi.org/10.1001/archinte.166.10.1092
http://dx.doi.org/10.3389/fpsyg.2019.01713
http://dx.doi.org/10.1023/B:QURE.0000018486.91360.00
http://dx.doi.org/10.1017/S0033291798006667
http://dx.doi.org/10.1007/s11136-004-0787-x
http://dx.doi.org/10.1016/S0740-5472(04)00004-2
http://dx.doi.org/10.1016/S0740-5472(04)00004-2
http://dx.doi.org/10.1207/s15327558ijbm0401_6
http://dx.doi.org/10.1037/0022-3514.60.4.570
http://dx.doi.org/10.1080/16506073.2015.1053407
http://dx.doi.org/10.1002/1098-240X(200008)23:4<334::AID-NUR9>3.0.CO;2-G
http://dx.doi.org/10.1002/1098-240X(200008)23:4<334::AID-NUR9>3.0.CO;2-G
http://dx.doi.org/10.1057/palgrave.sth.8700037
http://dx.doi.org/10.1080/09581596.2015.1119804
http://dx.doi.org/10.1080/09581596.2015.1119804
http://dx.doi.org/10.3758/BF03193146
http://dx.doi.org/10.1111/acer.12205
http://dx.doi.org/10.1037/1082-989X.6.4.330
http://dx.doi.org/10.1037/1082-989X.6.4.330
http://dx.doi.org/10.1080/01621459.1988.10478722
https://www.statcan.gc.ca/en/subjects-start/prices_and_price_indexes/consumer_price_indexes
https://www.statcan.gc.ca/en/subjects-start/prices_and_price_indexes/consumer_price_indexes
https://www.statcan.gc.ca/en/subjects-start/prices_and_price_indexes/consumer_price_indexes
http://dx.doi.org/10.1186/s12954-019-0306-6
http://dx.doi.org/10.1177/2055207617743354
http://bmjopen.bmj.com/

	Peer support and online cognitive behavioural therapy for substance use concerns: protocol for a randomised controlled trial
	Abstract
	Introduction
	Methods and analysis
	Patient and public involvement
	Trial design
	Recruitment and participants
	Procedure
	Interventions
	Experimental condition A: BFO
	Experimental condition B: BFO+individual peer support
	Control condition: CM+group peer support

	Data collection
	Primary outcome
	Secondary outcomes
	Compensation
	Withdrawal
	Sample size
	Randomisation
	Statistical analyses
	Data statement

	Discussion
	Strengths and limitations
	Ethical considerations
	Data confidentiality
	Dissemination of findings

	Conclusion
	References


