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1 INTRODUCTION

1.1 PREFACE

Trial statistician: Ly-Mee Yu
Chief Investigator: Professor Daniel Freeman
Trial Manager: Bryony Sheaves

This SAP supports version 3.0 12/02/2015 of the protocol.

1.2 PURPOSE AND SCOPE OF THE PLAN

This document details the proposed analysis of the main paper(s) reporting results from the Wellcome trust
funded randomised controlled trial to evaluate the use of digital cognitive behavioural therapy for insomnia
(CBTi) versus treatment as usual (TAU). The results reported in these papers should follow the strategy set out
here. Subsequent analyses of a more exploratory nature will not be bound by this strategy, though they are
expected to follow the broad principles set out here. The principles are not intended to curtail exploratory
analysis (for example, to decide cut-points for categorisation of continuous variables), nor to prohibit accepted
practices (for example, data transformation prior to analysis), but they are intended to establish the rules that
will be followed, as closely as'possible, when analysing and report'ing the trial.

The analysis strategy will be available on request when theprincipal papers are submitted for publication in a
journal. Suggestions for subsequent analyses by journal editors or referees, will be considered carefully, and
carried out as far as possible in line with the principles of this analysis strategy; if reported, the source of the
suggestion will be acknowledged.

Any deviatibns from the statistical analysis plan will be described and justified in the final report of the trial.
The analysis should be carried out by an identified, appropriately qualified and experienced statistician, who
should ensure the integrity of the data during their processing. Examples of such procedures include quality
control and evaluation procedures.

1.3 TRIAL OVERVIEW

Insomnia is a common psychological disorder which can lead to other psychological disorders such as
depression, anxiety and psychosis. A digital cognitive behavioural therapy may improve sleep and in turn lead
to improved mental health.

1.4 OBJECTIVES

Primary objectives
1. To assess whether delivering a digital cognitive behavioural therapy for the treatment of insomnia
(CBTi) improves insomnia symptoms in a sample of university students by the end of treatment (10
weeks post-randomisation).
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2. To assess whether web delivered CBTi results in a reduction in psychotic-like experiences (paranoia
and hallucinations) by the end of treatment (10 weeks post-randomisation).

3. To assess whether changes in insomnia symptoms will mediate the changes in psychotic-like
experiences by the end of treatment (10 weeks post-randomisation).

Secondary objectives
1. To determine whether web delivered CBTi improves levels of depression, anxiety, nightmares, and
mania by the end of treatment (10 weeks post-randomisation).

2. To determine whether web-based CBTi improves psychological wellbeing by the end of the treatment
(10 weeks post-randomisation).

3. To determine if the effects of CBTi on the primary and secondary outcomes will be maintained at the
scheduled follow-up assessment (22 weeks post-randomisation).

4. To determine if CBTi will lead to the occurrence of fewer mental health disorders during the period of
the trial, as assessed by screening tools at 22 weeks post-randomisation for ultra-high risk of
psychosis, bipolar affective disorder, depression, and anxiety, and by treatment by mental health
services. '

2 TRIAL DESIGN

OASIS is a single blinded individual patient randomised controlled trial. A sample of 3754 university students
presenting with symptoms of insomnia will be recruited and randomised to receive either cognitive
behavioural therapy for insomnia plus treatment as usual, or treatment as usual (1:1).

2.1 OUTCOMES MEASURES

Outcome measures are assessed at baseline and follow up (3, 10 and 22 weeks post-randomisation) and all
data is collected via the web based platform, Weeks 0-22 are the main trial, to which this statistical analysis
plan refers. At week 23 post-randomisation all participants in the treatment as usual group will be offered
digital CBTi for help:with their sleep problems. Following completion of the CBTi programme, all participants
will again be asked to complete an assessment. This will be at week 33 post-randomisation.

See Appendix | for a table of outcomes assessment schedule.

In addition to the formal assessments in Appendix | the CBTi (Sleepio.com) system provides online analytics..
These can be used for example to monitor adherence by assessing how many sessions were completed and
the number of weeks to complete the full CBTi course. These will be used in exploratory analyses.

2.1.1 PRIMARY OUTCOMES

The primary outcome to assess for improvements in insomnia is the Sleep Condition Indicator (SCI) at 10
weeks (weeks 3 and 22 are secondary). The SCl total score is calculated by adding together the scores for the
eight items. Each item ranges between 0 and 4, and the total score can range between 0 and 36. Higher scores
indicate better sleep (Espie et al. 2014).
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The primary outcomes to assess for a reduction in psychotic-like experiences are the Green Paranoid Thoughts
Scale (GPTS) to assess paranoia and the Specific Psychotic Experiences Questionnaire (SPEQ) — Hallucinations
to assess hallucinations at 10 weeks (weeks 3 and 22 are secondary). The GPTS assessment measures two
dimensions of paranoid thinking: ideas about social reference and ideas about social persecution. Each
dimension consists of 16 statements which are then rated according how true the shbject believes the
statement to be on a Linkert scale from 1 (don’t believe at all) to 5 (totally believe). The total score for each
dimension is obtained by summing all 16 responses, ranging from 16 to 80, with higher scores reflecting higher
levels of paranoia (Green et al. 2008). Only Part B is completed by participants. We will use part B of this
assessment on social persecution as the primary outcome measuring levels of paranoia.

The SPEQ assessment considers six different types of psychotic experiences: paranoia, hallucinations, cognitive
disorganisation, grandiosity, anhedonia (all by means of self-report), and negative symptoms (via parent
report). Only the SPEQ hallucination subscale is given to participants. The subscale for hallucination will be
used as a primary outcome for hallucinatory experiences (which is‘'one of two psychotic experiences to be
tested in the primary analysis). This subscale consists of nine items. These items are measured on a 6-point
scale (not at all (0), once per fortnight (1), once per week (2), several times per week (3), daily (4), more than
once per day (5)) and the overall score, calculated by summing the nine responses, ranges from 0 to 45
(Ronald et al. 2014). k

2.1.2 SECONDARY OUTCOMES

Listed below are the secondary outcomes, along with the objective to which they relate. Assessment points
are at week 0, 3, 10 and 22 post-randomisation but the 10 week outcome is of primary importance in all cases.
Only the primary outcomes and the Altman mania scale are assessed at week 3. Further details of the
questionnaires can be found in Appendix .

e To determine whether web delivered CBTi improves sleep: reducing insomnia:

o Insomnia Severity Index - 7 questions, scored from O to 4. Scores are summed to obtain
overall score which can range from 0 to 28, with higher values indicating increasing levels of
insomnia. (0, 10, and 22 weeks post-randomisation)

o " Thenine-item SCI - includes one additional question regarding early morning waking. (0, 3,
10, and 22 weeks post-randomisation)

e To determine whether web delivered CBTi improves levels of depression:

o PHQ-9 questionnaire - 9 questions, scored from 0 to 3. Scores are summed to obtain overall
score which can range from 0 to 27, with higher values indicating increasing levels of
depression. (0, 10, and 22 weeks post-randomisation)

e To determine whether web delivered CBTi improves levels of anxiety:

o GAD-7 questionnaire - 7 questions, scored from 0 to 3. Scores are summed to obtain overall
score which can range from 0 to 21, with higher values indicating increasing levels of anxiety.
(0, 10, and 22 weeks post-randomisation)

e To determine whether web delivered CBTi reduces the severity of nightmares:

o Disturbing dream and nightmare severity index — 5 questions. It measures the number of
nights with nightmares per week (0-7 nights) and number of total nightmares per week. The
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DDNSI also measures the severity and intensity of the nightmares on a Likert-type scale
ranging from no problem (0) to extremely severe problem (6), as well as how often
nightmares result in awakenings ranging from never/rarely (0) to always (4). The index score
is calculated by adding the number of nightmares per week (up to 14), number of nights with
nightmares per week, and ratings of the severity of the nightmares, the intensity of the
nightmares, and the frequency of nightmare-related awakenings. The score can range from 0
to 37, with higher values indicating a higher risk of a clinically salient nightmare complaint.

To determine whether web-based CBTi results in reduction of mania-like symptoms:

o Altman mania scale - 5 questions, scored from 0 to 4. Scores are summed to obtain overall
score which can range from 0 to 20, with higher values indicating increasing probability of a
manic or hypomanic condition.

To determine whether web-based CBTi improves psychological wellbeing by the end of the treatment:

o  Warwick-Edinburgh mental wellbeing scale — 14 items. Each item is rated from 1 (None of
the time) to 5 (All the time). The 14 items are summed to give an overall score, which can
range from 14 to 70, with higher scores indicating better wellbeing.

The outcomes of the following assessments will be dichotom'ised and used to assess whether
improved sleep will decrease the likelihood of developing later psychiatric problems (assessed at 22
weeks): psychosis, bipolar affective disorder, depression and anxiety: "

o Prodromal questionnaire - 16 questions, scored from 0 to 2 (no, mild, moderate). Scores are
summed to obtain overall score which can range from 0 to 16, with higher values indicating
increasing risk of psychosis. (Dichotomisation limit = 2 6)

o GAD-7 (Dichotomisation limit = 2 10)
o PHQ-9 (Dichotomisation limit =2 10)
o Altman mania scale (Dichotomisation limit = > 6)

o' Self-report of treatment by mental health services (current contact with mental health
services, current diagnosis, current prescribed medications, current receipt of psychological
therapy

2.2 TARGET POPULATION

Inclusion criteria

Symptoms of insomnia, indicated by the sleep condition indicator
Age 216

Student from a UK university

Exclusion Criteria

None
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2.3 SAMPLE SIZE

There are two primary outcomes: sleep (as measured by the SCI questionnaire) and psychotic like experiences
(paranoia and hallucinations) (as measured by the GPTS and SPEQ). The sleep primary outcome would expect
to find a larger standardised mean difference than psychotic-like experiences; hence psychotic symptoms have
been used to determine the sample size in order to provide a conservative power calculation.

According to the original protocol, a sample size of 2614 would be collected. This would provide 90% power to
detect a standardised mean difference of 0.15 in psychotic-like experiences (primary outcome), whilst
accounting for a high level of expected attrition (40%). In a study amendment the sample size was increased,
as drop-out rates were proving higher. Therefore 3754 participants were recruited (1877 per treatment arm).

2.4 RANDOMISATION AND BLINDING IN THE ANALYSIS STAGE

Once participants have completed the baseline assessment (week 0), they will be randomised to the sleep
improvement programme (delivered by sleepio.com).in addition to TAU, or to TAU alone. The size of the two
groups will be even. Randomisation will be completed via an.automated system. The study will use simple
randomisation with an allocation ratio of 1:1, as recommended for large trials (Hewitt and Torgerson 2006).
Participants will be informed of the outcome of randomisation by receipt of an email.

The study is single blinded, as the participants are aware of which arm of the trial they are allocated to, but the
researcher assessors are blinded to the study arm of the participant.

3 ANALYSIS — GENERAL CONSIDERATIONS

3.1 DESCRIPTIVE STATISTICS

Frequencies (with percentages) for binary and categorical variables and means (and standard deviations), or
medians (with lower and upper quartiles) for continuous variables will be presented by intervention group as
well as the total.

3.2 CHARACTERISTICS OF PARTICIPANTS

Baseline characteristics of the patients (demographics and baseline results on the questionnaires) will be
reported by randomised group as well as the total.

There will be no tests of statistical significance nor confidence intervals for differences between randomised
groups on any baseline variables.

Patient throughput from screening through randomisation, follow up and analysis will be presented in a
CONSORT flow chart (Appendix I1).

3.3 DEFINITION OF POPULATION FOR ANALYSIS

All data will be included in the analysis as far as possible to allow full ITT analysis. Patients will be analysed in
the groups they were allocated, irrespective of whether they received that intervention or not. For the
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complier average causal effect (CACE) analysis in section 5.1., compliance to the protocol will be taken into
account.

3.4 DATA MONITORING COMMITTEE AND INTERIM ANALYSES

The trial does not have a formal data monitoring committee and there are no planned interim analyses.

3.5 MULTIPLE TESTING

No adjustment will be made for multiple testing for the analyses performed on the primary outcomes as these
hypotheses are pre-specified, highly correlated and related to each other (Schultz and Grimes, 2005).

4 PRIMARY ANALYSIS

4.1 PRIMARY OUTCOMES

The primary outcomes: Sleep Condition Indicator (SCl), Green Paranoid Thoughts Scale (GPTS), and Specific
Psychotic Experiences Questionnaire - Hallucinations (SPEQ) will be analysed in the following manner:

Each outcome will be analysed using a mixed effects regression model to account for the repeated measures
over time. All non-missing scores will be included with missing values implicitly accounted for within the
model. Baseline score will be entered as a covariate in the model and not as a response. The mixed effect
model will include the outcome as the response variable; time point (3 weeks, 10 weeks or 22 weeks),
randomised group (CBTi or TAU) and baseline score as fixed effects and a patient specific random intercept.
An interaction between time and randomised group will be fitted as a fixed effect to allow estimation of
treatment effect at all three time points.(3 weeks, 10 weeks or 22 weeks). The following baseline factors will
also be included as covariates in the model: gender, level currently studying (undergraduate, post-graduate or
‘other’) and from which university the participant was recruited. An unstructured correlation matrix will be
used to model the within-subject error correlation structure. The primary outcome is the score at 10 weeks.
Results will be presehted as mean difference in score between randomised groups at 10 weeks with 95%
confidence intervals (Cl) and associated two-sided p value. Adjusted and unadjusted mean difference in scores
between randomised groups at 3 weeks and 22 weeks will also be presented with 95% confidence intervals
and associated p values. The adjusted mean difference will be of primary interest.

It is expected that there will be moderate skewness of the hallucination experiences scale as measured by
SPEQ (Ronald et al. 2014). If this is the case, then the p-values and confidence intervals for the model
parameters will be obtained by means of bootstrapping.

Modern causal inference methods will be used to determine whether changes in insomnia will mediate the
changes in psychotic-like experiences. Two separate analyses will be conducted, one for the GPTS score and
one for the SPEQ hallucination experiences score. In each case, a parametric regression model will be used to
test for mediation of the digital CBTi through insomnia on psychotic-like experience. Adjustment will be made
for baseline measures of the mediator (SCI score), baseline measures of the outcome (GPTS score or SPEQ
hallucinations score), time point, and baseline covariates (gender, level currently studying, and from which
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university the participant was recruited). We will also include repeated measures of the mediator and
outcome to account for classical measurement error and baseline confounding, as well as sensitivity analysis in
order to investigate the sensitivity of the estimates to these problems and that of unmeasured confounding
(Emsley et al. 2010). This might include instrumental variable methods where terms are included for the
interaction between randomisation and baseline covariates as potential instruments, if any interactions are
present in the data.

4.2 HANDLING MISSING DATA

The frequency (with percentage) of losses to follow-up (defaulters and withdrawals) over the course of the
study will be reported by randomised group and compared between the groups. Any deaths and their causes
will be reported separately.

The availability of the outcome data for the primary outcomes will be summarised by randomised group.
The mixed effects model implicitly accounts for data missing at random, however the data missingness
mechanism will be explored. A logistic regression model will explore any association between baseline
characteristics and availability of the primary outcome.

Any changes to the assumptions made in the primary analysis i.e. data missing at random; will be considered in
a sensitivity analysis. ‘

4.3 HANDLING OUTLIERS

Any outliers will be checked and verified to ensure that they are true values. Once they have been confirmed,
a sensitivity analysis will be carried out to assess the impact of these values on the results.

4.4 MULTIPLE COMPARISONS AND MULTIPLICITY

The primary outcomes are clearly stated in the protocol and no adjustments for multiple comparisons will be
made. | :

4.5 MODEL ASSUMPTIONS

The distribution of the primary outcomes will be assessed and the assumptions of the models will be checked.
If any of the assumptions are violated, then p-values and confidence intervals for the model coefficients will be
obtained by means of bootstrapping.

5 SECONDARY ANALYSIS

5.1 PRIMARY OUTCOME

A complier-average causal effect (CACE) analysis will be used to determine what effect the level of compliance
to the intervention has on the treatment effect.
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5.2 SECONDARY OUTCOMES

The secondary outcomes will be analysed using the same methods detailed above for the individual primary
outcomes. In all cases an interaction between time and randomised group will be fitted as a fixed effect to
allow estimation of treatment effect at all three time points (3 weeks (where available), 10 weeks or 22
weeks), however, 10 weeks is considered of primary importance for all outcomes.

The analysis used to assess whether improved sleep will decrease the likelihood of developing later psychiatric
problems (assessed at 22 weeks): psychosis, bipolar affective disorder, depression and anxiety, will be based
on dichotomised outcomes. A binary variably on the presence of psychiatric problems will be obtained from
the self-report of treatment by mental health services, and further binary variables will be derived from the
overall scores of the following questionnaires: Prodomal, PHQ-9, GAD-7, and Altman Mania Scale. The limit
used to dichotomise the Prodomal score is six, the PHQ-9 score is 10, the GAD-7 is 10, and the Altman Mania
Scale is 6. The analysis will be by means of logistic regression model, where a main effect will be included for
randomised group and adjustment will be made for the following baseline variables: gender, level currently
studying (undergraduate, post-graduate or ‘other’) and which university the participant was recruited from
and the baseline level of the score. The unadjusted and adjusted odds ratio between the control and
intervention will be reported for each binary outcome. The binary outcomes used to assess contact with
mental health services will be analysed in the same way.y

6 SENSITIVITY ANALYSIS

Sensitivity analysis will examine the robustness of the results to different assumptions regarding departures
from randomisation policies and missing data. A pattern mixture model will be applied to the data allowing
informative missing parameters to express the magnitude of departure from MCAR.

To determine to what extent treatment dilution due to non-compliance was a factor in the primary analysis, a
completer-only:analysis will be conducted and the results compared to the primary analysis by examining the
treatment difference and its confidence interval.

Sensitivity an‘aIySes will be performed on the mediation analysis in order to investigate the sensitivity of the
estimates to pkoblems of classical measurement error, baseline confounding and that of unmeasured
confounding (Emsley et al. 2010). This might include instrumental variable methods where terms are included
for the interaction between randomisation and baseline covariates as potential instruments, if any interactions
are present in the data.

7 SUBGROUP ANALYSES

No subgroup analyses were specified in the protocol.

8 EXPLORATORY ANANLYSIS

The CBTi (Sleepio.com) system provides online analytics. These can be used, for example, to monitor
adherence by assessing how many sessions were completed and the number of weeks to complete the full
CBTi course. The means and 95% confidence intervals will be reported for the number of sessions attended
and the number of weeks it takes to complete the programme. This will only be applicable to the CBTi group.
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9 SAFETY ANALYSIS

We will record the occurrence of any serious adverse events in trial participants, defined as: all deaths, suicide
attempts, serious violent incidents, admissions to secure units, and formal complaints about the online
intervention. Owing to the online nature of the assessments and intervention, it is unlikely that the research
team will become aware of all such events. Adverse events are likely to come to our attention only if we are
contacted by a trial participant. For participants concerned about their mental health, a list of UK support
services is provided on the study website. If a participant makes contact via email or telephone then the
clinical psychologist coordinating the trial can advise on appropriate clinical services. All SAEs will be listed with
information regarding group patient was randomised to, date of randomisation, date of SAE, details of the SAE
and whether the SAE was related to the intervention.

A comparison of serious adverse events between the CBTi and TAU groups will be assessed by reporting the
total number of adverse events and the number of patients with at least one adverse event in each
randomised group. The analysis will be conducted by intention to treat. The randomised groups will be
compared using a Chi squared test or Fisher’s Exact test looking at the number of patients with at least one
adverse event. The difference in proportions and 95% Cl will be reported.

10 CHANGES TO THE PROTOCOL OR PREVIOUS VERSIONS OF SAP

Sample size was increased as the drop-out rates were found to be much higher than initially anticipated.
Originally the drop-out rate were assumed to be 40%, but was found to be much higher, and therefore the
sample size was doubled compared to what was actually required to power the study.
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12 APPENDICES

Appendix I. Outcome assessment schedule

The full battery of questionnaires (topics 1-7 below) amounts to 129 questions in total. Demographic questions

(topic 1) will be asked at baseline only. Other mental health variables will be asked at baseline and week 22

(topic 7). Remaining questionnaire topics (2-6) will be repeated at all time points (baseline, 3, 10, 22 and 33

weeks).

Demographics

Date of Birth

Gender

Ethnicity

A-Level Results
Undergraduate versus
post-graduate

Name of University
Subject of study at
university

Parents post code

Sleep

Sleep Condition
Indicator (Espie et al.
2014).

Insomnia Severity. Index
(Bastien et al., 2001,
Morin et al. 2011)

Disturbing Dreams and
Nightmare Severity
Index (Krakow et al.
2002)

Eight item screening measure for Insomnia Disorder.
Scores range from 0-32 with higher scores indicating
better sleep. A clinical cut off of <16 has been shown
to correctly identify 89% of those with probable
insomnia disorder. The measure has good internal
consistency (Cronbach’s alpha = .86) (Espie et al.
2014). An additional item (regarding early morning
waking) will also be asked (secondary).

A seven item screening measure for Insomnia
Disorder. Scores range from 0-28 with higher scores
indicating increased insomnia symptomatology. The
measure has a clinical cut off of >15. The measure has
adequate internal consistency, good convergent
validity and is sensitive to detect change in perceived
sleep difficulties (Morin et al. 2011).

The scale comprises 5 questions asking about nights
per week with nightmares, nightmare count per week,
awakenings due to bad dreams, severity of nightmare
problem and intensity of actual nightmares. Itis
scores from 0-37; a score of 210 predicts the presence
of a clinically salient nightmare complaint (Krakow et
al. 2002). Sensitivity to change has not been assessed.
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The Morningness-
Eveningness
Questionnaire (Horne
and Ostberg 1976 )

Whether the participant
has a bed partner /
room mate.

One question will be used form this measure to screen
for chronotype. The question will ask participants
whether they consider themselves a morning versus
evening type person on a 4 point scale, higher scores
indicate increased morningness.

One question to determine the presence of a bed
partner / room mate.

Impairment in
Functioning

Work and Social
Adjustment Scale
(Mundt et al 2002,)

A scale to assess participants’ perceived impairment in
functioning. The scale will be adapted so that it asks
specifically about impairment attributable to sleep.
The scale has good internal consistency (alpha = .70-
.94), test re-test reliability (correlation .73) and
correlates well with clinician assessments (.81-.86)
(Mundt et al. 2002). W

Psychotic-like
experiences

Specific Psychotic
Experiences
Questionnaire (SPEQ) —
hallucinations subscale
(Ronald et al. 2014) ;

Green Paranoid
Thoughts Scale (GPTS)

(Green et al. 2008)

Prodromal
Questionnaire — 16 item
version (Ising et al.
2012)

The scale includes nine items measuring hallucinatory
experiences across a range of sensory modalities. The
scale ordinarily ranges from not at all to daily, with no
time reference period. Within this study participants
will be asked to consider the period over the past two
weeks only and the scale is adjusted from O (not at all)
to 5 (more than once per day).

The GPTS part B will be used to assess persecutory
ideas over the past two weeks (this is adapted from
the original version which assesses experiences over
the past month). This is a 16 item scale with each item
rated from 1 (not at all) to 5 (totally). The persecutory
ideas sub-scale has excellent internal consistency
(chronbach’s alpha = .90), good test re-test reliability
(correlation coefficient = .81) and good convergent
and criterion validity (Green et al. 2008).

This questionnaire has 16 items to assess psychotic
symptoms. A score of 6 or more positively answered
items has 87% specificity and 87% sensitivity to
correctly classify at-risk mental state in a help-seeking
sample (Ising et al. 2012).

Mood

Patient Health

The Patient Health Questionnaire — nine item
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Questionnaire — 9 item
questionnaire (Kroenke
et al. 2001)

Generalised Anxiety
Disorder-7 item
questionnaire (Spitzer
et al. 2006)

Altman mania scale
(Altman et al. 2007)

questionnaire (PHQ-9) yields scores ranging from 0-27.
We will ask participants to report on symptoms over
the past week. A score of 210 has good sensitivity
(88%) and specificity (88%) for detecting depressive
disorders and is sensitive to change (Kroenke et al.
2001, Kroenke et al. 2010).

The GAD-7 is a seven item questionnaire assessing
symptoms of anxiety. Scores range from 0-21. We will
ask participants to report on symptoms over the past
week. A cut off of 210 provides maximal specificity
and sensitivity for a diagnosis of Generalised Anxiety
Disorder (Spitzer et al. 2006, Kroenke et al. 2010).

The Altman self-report mania scale is a five item
qﬂestionnaire assessing manic symptoms. We will ask
participants to report on symptoms over the past
week. The scale ranges from 0-20 and a score of 6 or
higher yields good sensitivity (87.3%) and specificity
(85.5%) for a manic or hypomanic disorder, is sensitive
to change and has good test-retest reliability (Altman
et al. 2007).

Wellbeing

Wellbeing Warwick-
Edinburgh Mental .
Wellbeing Scale
(Tennant et al. 2007)

This scale measures.mental wellbeing using 14 items.
Scores range from 14-70. The measure has good
internal consistency (chronbach’s alpha = .91), high
correlation with other mental health and wellbeing
scales and good test re-test reliability (.83) ( Tennant
et al. 2007).

Other mental
health variables

Current contact with

‘mental health services

Current diagnosis
Current prescribed
medications

Current receipt of
psychological therapy
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Appendix II. Flow diagram of trial participants

The sequence of events will be as follows:

Assess for eligibility
Excluded:
» | © Contact details not provided
2 e Sleep Condition Indicator Score falls
g below cut off
©
c Invited td participate
] 4
Online information and consent
.| Excluded:
" | e Declined to participate: no log on to
study website
Baseline¥assessment
(0 weeks)
> Excluded:
e Withdrawn: baseline assessment not
completed
Randorgisation
L 4
= Allocated to: Immediate intervention (n= ) Allocated to: Treatment as usual (n= )
-g Received treatment (n=)
§ Did not receive intervention: did not log on to
= treatment website (n=)
Completed 33 week assessment (n=) e Completed 33 week assessment (n= )
Completed 22 week assessment (n= ) e Completed 22 week assessment (n= )
o
=] Completed 10 week assessment (n= ) e Completed 10 week assessment (n= )
3 Completed all sessions (n= )
e Completed 2 4 sessions (n= )
Withdrew: (n=)
(%2}
2 Data analysed (n= ) Data analysed (n= )
[
<
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