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ABSTRACT
Introduction Further improvement of cognitive–

behavioural therapy for eating disorders (CBT- ED) is 

required that can provide better outcomes. Recent 

work showed that the length of therapy is not critical in 

improving outcomes. Rather, stratifying the treatment 

to individual needs is required to produce significant 

improvements. The current study adopts the approach 

of evaluating augmentations to ten- session CBT (CBT- T) 

where initial response to therapy is gradual rather than 

rapid.

Methods and analysis Clients aged 15 years and over 

presenting to the Flinders University Services for Eating 

Disorders between January 2025 and June 2028 will be 

randomised to receive either CBT- T as usual or CBT- T 

augmented with therapy modules (CBT- TA) matched 

to obstacles to progress for gradual responders. Rapid 

response, assessed using the Eating Disorder Examination 

Questionnaire, is defined as ≥1.13 decrease in global ED 

psychopathology at session 4. In CBT- TA, the therapist 

and gradual responder will collaboratively choose at least 

one of nine augmentations to incorporate into therapy. 

Rapid responders in this group will be given access to the 

augmentations for use in their own time. Data for the main 

intent- to- treat analyses will be collected on five occasions: 

baseline assessment (T1), immediately preceding session 4 

(T2), end of treatment (T3) and 3- month and 6- month follow- 

up (T4 and T5). The primary outcome is ED psychopathology, 

and secondary outcomes include behavioural indicators 

of the ED, impairment caused by the ED, general negative 

emotion, self- harm and hope. Analyses will be undertaken on 

an intention- to- treat basis and will include all participants in 

the group to which they were randomised.

Ethics and dissemination Ethics approval was provided 

by the Social and Behavioural Research Ethics Committee 

at Flinders University (7992). This trial was prospectively 

registered with the Australian New Zealand Clinical Trials 

Registry (ACTRN12624001495516). The findings arising 

from the study protocol will be reported to participants and 

presented at scientific conferences and disseminated by 

publications submitted to peer- reviewed journals.

Trial registration number Australian New Zealand 

Clinical Trials Registry (ACTRN12624001495516).

INTRODUCTION

While large within- group effect sizes are 
obtained for eating disorder (ED) treat-
ments using cognitive–behavioural therapy 
(CBT) in routine clinical care, with a mean 
attrition rate of 25.5%,1 CBT for bulimia 
nervosa produces abstinence in only 37.5% 
of completers.2 Further improvement of 
CBT for EDs (CBT- ED) is required that can 
provide better outcomes. Recent work shows 
that the length of therapy is not critical in 
improving outcomes. A meta- analysis of ten- 
session CBT (CBT- T) for non- underweight 
people (ie, excluding anorexia nervosa)3 
showed pooled within- group effect size 

STRENGTHS AND LIMITATIONS OF THIS STUDY

 ⇒ This parallel two- arm randomised controlled trial 

examines the benefit of adding augmentation to 

treatment as usual for non- underweight people with 

eating disorders.

 ⇒ This is not an adaptive trial design but will evalu-

ate an adaptive treatment strategy for 10- session 

cognitive–behavioural therapy (CBT) for eating 

disorders.

 ⇒ We will randomise 162 participants to augmented 

CBT and 68 participants to the non- augmented CBT 

ensuring sufficient power.

 ⇒ Gradual responders in the augmented CBT arm will 

get access to one of nine treatment augmentations 

designed to tackle obstacles to progress.

 ⇒ A limitation of the research is that repeated mea-

sures assessment of eating disorder psychopathol-

ogy relies on self- report questionnaires.
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(Cohen’s d) reduction in ED psychopathology of −1.49 
(−1.68 to −1.31). This is a similar effect size reduction in 
ED psychopathology achieved by 20- session enhanced 
CBT, ranging from −1.32 (–1.67 to −0.97)4 to 1.79 (−2.21 
to −1.37).5 CBT- T has five phases, including early dietary 
change and exposure, behavioural experiments related 
to food, addressing emotional triggers, body image work 
and relapse prevention. A key difference from longer 
forms of CBT- ED is that behavioural and dietary change 
are stressed from the very outset of treatment rather than 
being delayed.

Meta- analytic evidence addressing the outcomes 
of mental health interventions suggests several path-
ways to producing improvements. First, early change 
is one of the strongest and most replicable predictors 
of therapy outcome,6 7 with studies of eating disorder 
treatment measuring this between sessions 3 and 9.8 
It is also the time when most of the overall change of 
therapy occurs.9–12 In CBT- T, two distinctive groups of 
people receiving therapy can be identified: those who 
experience ‘rapid response’ and those who experience 
‘gradual response’. The former group can be identified 
as achieving a ≥1.13 decrease in ED psychopathology as 
measured with the Eating Disorder Examination Ques-
tionnaire (EDE- Q),13 quantified by Bell and colleagues14 
using the reliable change index across 164 adults 
receiving outpatient treatments for EDs. While Bell et al 
considered this change by session 8, subsequent research 
has shown that it is an effective level of change for iden-
tifying early responders at session 4. Application of this 
decrease by session 4 in a sample of 176 people receiving 
CBT- T, rapid responders (58% of those commencing 
treatment) were 2.5 times more likely to meet remission 
criteria at end of treatment than gradual responders.15 
At the end of treatment, rapid responders had a signifi-
cantly lower level of ED psychopathology than gradual 
responders, with a between- group effect size (Cohen’s d) 
of −1.11 (−1.50 to −0.72).15

Second, stratifying treatment such that it is matched 
to the individual profile (ie, personalised treatment) 
improves treatment outcomes. A small but significant 
effect size favours personalised treatment relative to stan-
dardised treatment.16 In EDs, the use of stratified treat-
ment for gradual responders has been shown to produce 
commensurate outcomes between rapid and gradual 
responders.17 Additionally, building in some degree of 
individual choice and tailoring as to therapy compo-
nents produces a significant benefit over purely clinician- 
tailored options.18

Third, acute augmentation (defined as interventions 
delivered immediately before, during or after a session 
of manualised psychological therapy with the aim of 
enhancing the impact of the therapy, either as a single 
intervention or across multiple therapy sessions) of ED 
treatment has also been shown to significantly improve 
outcomes over therapy alone with no augmentation.19 
These acute augmentations are designed to be delivered 
on at least one occasion and can be repeated but are not 

offered concurrently over the whole of the treatment 
duration.

Currently, only five trials in ED exist that use strati-
fied treatment for gradual responders.15 To date, none 
have built in participant choice for personalisation of 
treatment. This collaborative decision- making is recom-
mended in clinical practice for EDs,20 but no rigorous 
evaluation exists of this practice. We describe a CBT- T 
treatment protocol designed to reduce the outcome gap 
between rapid and gradual responders compared with our 
previous three evaluations of CBT- T.15 This augmented 
treatment, CBT- TA, differs from CBT- T in four main ways: 
(1) while the first three sessions of the two treatments do 
not differ, we will now use an a priori indicator based on 
the global EDE- Q score to differentiate rapid (EDE- Q 
≥1.13) and gradual (EDE- Q <1.13) responders before 
the start of session 4; (2) in the CBT- TA group, gradual 
responders will have a collaborative discussion with the 
therapist as to the barriers to more rapid change; (3) 
these barriers will be matched to nine possible treatment 
augmentations, identified by a Delphi consensus study 
across four different panels: people with lived experience, 
significant others, clinicians and researchers; requiring 
80% of participants from all four panels to rate a state-
ment as either ‘Essential’ or ‘Important’ for the state-
ment to be endorsed;21 and (4) the gradual responders 
will receive their choice from nine augmentations, which 
will be tackled within sessions in addition to treatment as 
usual over the next five sessions of therapy. In the CBT- TA 
group, rapid responders will be given access to the plat-
form housing the augmentations, but this content will not 
be discussed in therapy.

This protocol is reported following Standard Protocol 
Items: Recommendations for Interventional Trials guide-
lines.22 The overall aim of this randomised controlled 
trial is to evaluate the comparative effectiveness and 
acceptability of CBT- T for non- underweight clients with 
EDs aged 15 years and above to CBT- TA. To achieve this, 
participants will be randomised to either receive CBT- T 
or CBT- TA. Our first specific aim is to examine superiority 
of CBT- TA (in clinically determined gradual responders) 
against a CBT- T control group. The secondary research 
aim is to examine superiority of CBT- TA (in clinically 
determined rapid responders) against a CBT- T control 
group. We also will address an exploratory aim, namely, 
whether any differences exist between CBT- TA (passive 
augmentation) in clinically determined rapid responders 
vs CBT- TA (active augmentation) clinically determined 
gradual responders.

First, we hypothesise that gradual responders in 
CBT- TA will have significantly lower ED psychopathology 
compared with gradual responders in CBT- T at end of 
treatment and that these gains will be maintained at the 
3- month and 6- month follow- up. We also hypothesise that 
remission will be higher in the former than latter group. 
Second, we hypothesise the same advantages for the rapid 
responder group in CBT- TA over rapid responders in 
CBT- T. We will also explore (1) change in health service 
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utilisation including primary, secondary and tertiary care, 
(2) engagement and completion data between the two 
conditions to establish the relative acceptability of the 
interventions, and (3) client’s experiences of therapy in 
the form of qualitative feedback.

METHODS AND ANALYSIS

Study design

The study is a parallel two- arm randomised controlled 
trial (see figure 1). Demographic data will be collected 
via the online referral then the full online assessment 
schedule will occur at baseline assessment (T1) which 

precedes face- to- face assessment with a therapist to finalise 

eligibility and desire to engage in CBT- T. Further evalua-

tion of engagement and commitment to therapy will be 

conducted by asking clients to complete a behavioural 

activation single session intervention (BA- SSI) over the 

next 2- week period, at the end of which time (i) ED 

psychopathology will be assessed online again; (ii) level 

of engagement with the BA- SSI will be assessed; and (iii) 

randomisation will occur with the first therapy session 

occurring within a week. T2 will be conducted immedi-

ately preceding session 4, to inform extent of response. 

Assessments will be repeated at the end of treatment 

Figure 1 Study design.
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(T3) and 3- month and 6- month follow- up (T4 and T5). 
T3 will occur 10 weeks post- randomisation (12 weeks 
post- baseline). T4 and T5 will occur 22 and 34 weeks 
post- randomisation (24 and 36 weeks post- baseline 
respectively).

Study setting

The study will be conducted at the outpatient Flinders 
University Services for Eating Disorders (FUSED) in South 
Australia. Previous descriptions of four clinical trials from 
FUSED have been published,23–26 each including partici-
pants aged 15 years and above. The completer remission 
rate for CBT- T in our clinic is 36%,15 consistent with meta- 
analytic data for CBT for ED.2 In the current study, the 
CBT- T therapy will be conducted face- to- face by a mix of 
clinical psychology postgraduate trainees and registered 
clinical psychologists, under expert supervision. All data 
are self- reported and will be collected online via the Qual-
trics survey platform. Participants can be self- referred or 
referred by a primary or mental health professional.

Eligibility criteria

Eligible participants (1) are aged 15 years and over; (2) 
have any DSM- 5 diagnosis of ED as determined by the 
EDA- 5 online clinical interview (https://eda5.org/) 
excluding anorexia nervosa and avoidant/restrictive 
feeding intake disorder for which no evidence of the 
efficacy of CBT- T exists; (3) consent to FUSED communi-
cating regularly with their general practitioner; (4) reside 
in South Australia; and (5) can read independently at 
grade 2 level English. The age inclusion was informed 
by research27 showing that adolescents with an eating 
disorder and a mean age of 15 years self- select CBT 
rather than family- based treatment. Participants are not 
eligible if they report current life- threatening suicidal 
ideation, untreated psychosis, or substance dependence, 
or have a Body Mass Index (BMI)<18.5 (or BMI- for- age 
<5th percentile if an adolescent), or currently receiving a 
psychological therapy for an ED. Eligibility criteria will be 
assessed at the screening assessment and checked again 
in the face- to- face assessment.

Patient and public involvement

The CBT- T protocol28 for this study was developed with 
extensive engagement of clinicians experienced in the 
delivery of CBT- ED and is associated with a meta- analysis 
summarising effects across 10 different evaluations.3 The 
focus of the nine therapy augmentations was decided by 
a Delphi consensus method, conducted online across 
four different panels: people with lived experience, 
significant others, clinicians and researchers.21 The nine 
targets or processes include: (1) basing self- worth on 
one or two aspects of oneself; (2) persistent and exces-
sively high standards; (3) poor distress tolerance skills 
and emotion regulation problems; (4) being self- critical; 
(5) negative body image; (6) low self- compassion; (7) 
low self- worth and self- acceptance; (8) social isolation; 
and (9) unhelpful thinking habits. The augmentations 

will be interventions that have robust evidence for ability 
to improve these processes (eg, behavioural activation 
for emotional regulation or social isolation) delivered 
via online interactive documents that have been co- de-
signed with our expert advisory panel, consisting of 
people with lived experience, carers, researchers and 
clinicians.

Interventions

The CBT- T protocol28 forms the basis of both interven-
tion arms. The assessment period for both the CBT- T and 
CBT- TA arms is designed to encourage change and treat-
ment retention and improve treatment outcome before 
treatment commences. First, the face- to- face assessment 
will include motivational enhancement exercises that 
have been shown to significantly improve outcomes 
for less motivated clients.25 Second, completion of an 
SSI between the assessment and start of therapy has 
been shown to significantly increase completion of the 
10 therapy sessions.26 Third, our current, unpublished 
research shows that use of the BA- SSI (as an interactive 
document available at https://osf.io/xpqa8/) in the 
2- week period between assessment and treatment signifi-
cantly reduces ED psychopathology in 69% of partici-
pants. This suggests that early change sets them up for 
better outcomes in treatment.

The intervention comprises of 10 face- to- face sessions 
with each session lasting approximately 50 min. The 
CBT- T protocol which describes the structure of each 
session in detail is available on the CBT- T website: 
https://cbt-t.sites.sheffield.ac.uk/resources. A further 
three sessions will be scheduled after treatment ceases 
to ensure that progress is maintained (1, 3 and 6 months 
post- treatment); assessment will only be conducted at 
3- month and 6- month follow- up (T4, T5).

In CBT- T, a review of engagement and progress is 
routinely conducted in session 4, where those who are 
not engaging in therapy (eg, are not actively doing the 
therapy homework tasks every day between sessions, such 
as food monitoring, exposure tasks) are invited to step 
away from treatment until circumstances allow them to 
fully commit to doing therapy, or to have one final attempt 
to engage by session 5. In the current study, progress will 
be examined using sessional assessment with the ED15.29 
Rapid response will be classified as a ≥1.13 decrease in 
global ED psychopathology by session 4 as measured with 
the EDE- Q.13

Novel to this study, CBT- TA will give participants 
access to nine treatment augmentations in the form of 
an interactive document. The gradual responders will be 
engaged in discussion at session 4 to examine barriers to 
rapid change and which of the augmentations may best 
address these. The augmentations will then be incorpo-
rated into ongoing therapy. The rapid responders will 
be made aware of the treatment augmentations and how 
to locate them, but they will not be incorporated into 
ongoing therapy.
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Procedure and participant Timeline

Figure 1 outlines the study flow and table 1 outlines the 
schedule of enrolments, interventions and assessments. 
People can self- refer by contacting the FUSED email ( 
fused@ flinders. edu. au) or be referred by a primary health 
(eg, general practitioner) or mental health professional. 
Tracey Wade’s Flinders University website contains a 
link (https://www.flinders.edu.au/engage/community/ 
clinics/flinders-university-services-eating-disorders) to 
information about the study. People wishing to proceed 
to a face- to- face assessment will either, depending on 
therapist availability, (i) be placed on a waitlist or (ii) be 
emailed with a date for an assessment appointment and 
a Qualtrics link to the T1 assessment and online consent, 
to be completed before the appointment. People under 
the age of 18 years require parental consent as well as 
their personal assent. The study and the requirements of 
therapy will be explained in the face- to- face assessment, 
and participants who are interested in doing therapy will 
be asked to sign consent to allow FUSED to contact their 
general practitioner and other professionals involved in 
their care.

Following the baseline assessment, participants are 
given the BA- SSI (either in hard copy or emailed as 
an interactive document) and an appointment for a 

first session of therapy will be made for 2 weeks post- 
assessment. A follow- up email will be sent to the partici-
pant containing the Qualtrics link for the T2 assessment, 
to be completed before the first session of therapy. If 
this is not completed by the morning of the scheduled 
appointment, the therapy will not proceed, and the 
participant will be contacted as to whether they wish to 
pursue therapy. If they do not proceed into the study, a 
letter will be sent to them and shared with their general 
practitioner, summarising the assessment and treatment 
needs, and alternative services.

Once the participant attends the first therapy appoint-
ment, randomisation of the participant to either the 
CBT- T or CBT- TA condition will be recorded. The ther-
apist and client will be blind to this allocation and will be 
informed of randomisation between sessions 3 and 4 of 
therapy.

Primary outcomes

The primary outcome is ED psychopathology, measured 
using the global score from the EDE- Q13 over the past 28 
days. The global score can range from 0 to 6, and higher 
scores indicate greater psychopathology. This measure 
has adequate psychometric properties30 31 and is widely 

Table 1 Schedule of assessment

Timepoint

Initial assessment

Pre- treatmentT
1

T
2–S4

T
3–S10

T
4–FU1

T
5–FU2

Enrolment:

Eligibility screen X

Informed consent X

Given BA- SSI to complete X

Allocation X

Interventions:

CBT- T   

CBT- TA   

Assessments:

Eating Disorder Examination- 
Questionnaire

X X X X X X

Service use X X

General negative emotion (DASS) X X X X X

Inventory of Statements About Self- 
Injury (ISAS) Section I: Behaviours

X X X X X

(ISAS) Section II: Functions X

Clinical Impairment Questionnaire X X X X X

Adult State Hope Scale X X X X X

BA- SSI completion X

Qualitative feedback: worst and 
best things about therapy

X

ED15 (used before each session) X X X X X

BA- SSI, behavioural activation single session intervention; CBT- T, ten- session cognitive–behavioural therapy.
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used to assess and monitor EDs in clinical practice and 
treatment outcome studies.

Secondary outcomes

The secondary outcomes include behavioural indicators 
of the ED, impairment caused by the ED, general nega-
tive emotion, self- harm and hope.

We will examine the five behavioural items on the 
ED15, used at each session. The ED15 is a 15- item ques-
tionnaire that assesses behaviours and cognitions during 
the previous week.29 Six items assess weight and shape 
concerns (eg, “felt distressed about my body shape”) and 
four assess eating concerns (eg, “worried about losing 
control over eating”) on a seven- point Likert scale (0=not 
at all to 6=all the time). Higher ratings indicate higher 
levels of psychopathology. Five additional questions assess 
the frequency of disordered eating behaviours (binge 
eating, vomiting, laxatives, excessive exercise, restric-
tion), but these do not contribute to those two scales. The 
reliability and validity of the ED15 have been supported.32

The 16- item Clinical Impairment Assessment Ques-
tionnaire (CIA)33 is a self- report measure of psychosocial 
impairment in the past 28 days attributed to experiencing 
an ED. Impact on areas of functioning such as mood and 
self- perception, cognitive functioning, work performance 
and interpersonal functioning is measured on a 4- point 
Likert scale (0=not at all to 3=a lot). The CIA correlates 
with ED psychopathology and has good discriminant34 
and predictive validity.35

The total score of the 21- item version of the Depression 
Anxiety Stress Scale (DASS- 21)36 will be used, where factor 
analysis indicates that a general factor of psychological 
distress or general negative emotion exists.37 Participants 
rate the extent to which a statement applies to them in 
the past week on a 4- point Likert scale (0=never, 3=almost 
always). Higher scores indicate higher severity of symp-
toms. The DASS- 21 has sound psychometric properties, 
including internal consistency, convergent validity and 
discriminant validity.38

Section I of the Inventory of Statements About Self- 
Injury (ISAS)39 assessing behavioural items will be used 
to measure self- harm. The ISAS has been shown to have 
satisfactory psychometric properties, including test- retest 
reliability.39 40 Seven items assess type and frequency of 
self- harm behaviours.

The 8- item Adult Hope Scale41 will be used to measure 
dispositional hope. Each item is scored on an 8- point 
Likert scale, ranging from ‘definitely false’ to ‘definitely 
true’. Higher scores represent higher levels of hope. As 
well as a total score, two subscales can be identified that 
measure pathway thinking (eg, I can think of many ways 
to get out of a jam) and agency thinking (eg, I energet-
ically pursue my goals). The scale has been found to be 
valid and reliable in adults.42

Other measures

Other measures include demographics, functions of self- 
harm, healthcare use, and feedback about the service 

(aspects least and most liked), and acceptability as indi-
cated by the number of sessions completed and prema-
ture cessation of therapy (drop- out). Demographic 
information will include ED diagnosis, age, duration 
of the ED, cultural identity, previous mental health 
treatment, gender, socioeconomic status, and one item 
assessing importance of change and ability to change. 
The functions of self- harm will be assessed only at base-
line to inform treatment, using Section II of the ISAS,43 
consisting of 39 items scored on a 3- point scale: not rele-
vant, somewhat relevant and very relevant. There are 
13 function subscales: affect regulation, interpersonal 
boundaries, self- punishment, self- care, anti- dissociation/
feeling- generation, anti- suicide, sensation- seeking, peer- 
bonding, interpersonal influence, toughness, marking 
distress, revenge and autonomy. Healthcare use will 
assess the type and frequency of healthcare use over the 
previous 3- month period. The BA- SSI completion item 
will ask participants to estimate how much of the SSI they 
completed, on a sliding scale from 0 to 100.

Sample size

A previous randomised controlled trial completed at 
FUSED showed that less motivated clients receiving CBT 
augmented with a small amount of motivational content 
had significantly better outcomes at 1- month follow- up 
than those who did not receive this content.25 At 3- month 
follow- up, a between- group effect size (Cohen’s d) benefit 
persisted of 0.37 (−0.20 to 0.93). Based on a power of 0.80, 
alpha of 0.05, assuming a correlation of 0.50 between base-
line and post- training assessments, a small between- group 
effect size d=0.35 and 10% attrition between each of the 
5 waves of data collection (40% attrition in total), we will 
be required to randomise 162 participants to CBT- TA and 
68 participants to CBT- T (n=230).44 Over previous trials, 
around 50 clients have completed treatment at FUSED 
annually. To ensure we can randomise 230 clients over 4 
years, we will open referrals to people with binge eating 
disorder (previously not eligible for a service), add four 
registered clinical psychologists who will have an ongoing 
client load of 2–5 people to the usual staffing of clin-
ical psychology postgraduate trainees, and advertise the 
service.

Recruitment

Participants will be recruited in South Australia between 
January 2025 and June 2028. Information about the study 
will be distributed to headspace centres (primary mental 
health services for youth), the Statewide Eating Disorder 
Service, and the Primary Healthcare Network that admin-
isters the National Eating Disorder Collaboration funded 
‘Right Care Right Place’ co- ordination of ED referrals to 
Head to Health sites.

Randomisation and blinding

A non- balanced randomisation ratio of 2.4:1 (CBT- 
TA:CBT- T) will be used to account for 42% of participants 
being eligible for the final analysis related to our primary 
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aim that is, based on a previous evaluation finding 58% 
of FUSED clients to meet criteria for rapid response.15 
Random allocation will occur after the first intervention 
session using an Excel sheet generated by Sealed Enve-
lope (https://www.sealedenvelope.com/) before the trial 
commenced. Participants and therapists will be blinded 
up to session 4. The research team will not be blinded to 
allow for monitoring and contact with participants, but 
evaluation of treatment effects on primary and secondary 
outcomes post- training will be conducted by a researcher 
(LE) blinded to treatment condition.

Data collection, management and statistical analysis

Participant data will be collected on Qualtrics and securely 
stored on the Flinders University R drive and accessible 
only by the Flinders University research team. Participant 
names will be used to link surveys across assessment points 
and to usage data. Participant names will be deleted when 
data is downloaded from Qualtrics for analysis purposes 
and each participant will be assigned a randomly created 
user ID for deidentification purposes.

Interim analyses will be conducted to monitor the 
ratio of rapid responders vs gradual responders when 
33% (n=48 in the active arm) and 66% (n=96 in the 
active arm) participants have completed session 4 (and 
therefore, have been categorised as rapid or gradual 
responders). Results from interim analyses will inform 
future randomisation ratios, with randomisation ratios 
being adapted if the proportion of rapid responders is 
±10% of the assumed response rate of 58%. Results of 
interim analyses will be non- binding and subject to trial 
management group approval.

Analyses will be undertaken with a treatment- policy 
approach (ie, intention- to- treat) and will include all 
participants in the group to which they were randomised, 
regardless of actual receipt or uptake of the intervention 
or withdrawal from the study (ICH E9 R145). Mixed- model 
repeated measures analysis will be used for the contin-
uously scaled primary outcome and secondary outcome 
variables. An unstructured residual variance- covariance 
matrix will accommodate within- participant dependency. 
The model will include factors of study condition (CBT- T, 
CBT- TA), occasion of measurement (baseline, 4, 10, 22 
and 34 weeks post- randomisation) and their interaction 
as fixed effects, with a random intercept to account for 
variation between individual participants. The primary 
outcome will be assessed by a planned comparison of 
the difference between groups in change of the primary 
outcome variables over time. Given the assumption of 
MRMM that data are missing at random (MAR), multiple 
imputation will be used to replace missing observations. 
To examine robustness of the results and the MAR 
assumption, sensitivity analyses will be conducted using 
the tipping point and delta adjustment method. Addition-
ally, we will run a number needed to treat analysis, based 
on the proportion of participants in each arm who meet 
the prespecified criteria for remission,46 (i) global EDE- Q 

score ≤2.77, (ii) BMI ≥18.5 and (iii) no ED behaviours in 
the previous 1 month period.

Analyses of secondary outcome variables will follow the 
same methods as the primary outcome except for the 
behavioural count variables, which will be analysed with 
generalised linear mixed modelling (GLMM). Separate 
GLMM models with a log link function and gamma distri-
bution will be used to account for the right skewed health 
utilisation data.

Monitoring

The trial is overseen by the principal investigator (TDW) 
and the trial management group (Pellizzer, Pennesi, 
Radunz, Zhou). Day- to- day trial oversight will be provided 
by a PhD student (Raima Harding) who will meet with the 
principal investigator on a weekly basis. All adverse events 
and serious adverse events and broader safety monitoring 
will be documented and reported to the trial management 
group by the principal investigator and reported in the 
primary outcomes paper. If there are concerns for partici-
pant safety, based on (but not limited to) deterioration of 
mental health, the trial management group may recom-
mend pausing or terminating the trial. Adverse events will 
be reported to the ethics committee if appropriate. The 
trial is insured with AON policy # AUS21899001.

ETHICS AND DISSEMINATION

Flinders University is the sponsor of this clinical trial and 
ethics approval was provided by the Social and Behavioural 
Research Ethics Committee at Flinders University (7992). 
The information and consent form for adults and minors 
can be found in online supplements 1 and 2 respectively. 
The trial is covered by Flinders University general and 
liability insurance protections that will indemnify Flinders 
University staff and students. This trial was prospectively 
registered with the Australian New Zealand Clinical Trials 
Registry (20 December 2024; ACTRN12624001495516). 
The findings arising from the study protocol will be 
reported to participants and presented at scientific 
conferences and disseminated by publications submitted 
to peer- reviewed journals. The deidentified data set used 
and/or analyses will be available from the corresponding 
author’s Open Science Framework site.

X Jamie- Lee Pennesi @jamieleepennesi and Mike Trott @trottsumo

Contributors TDW drafted the study protocol. GW, LE and MT provided input for 

the study design and helped with the protocol writing. MP, J- LP, MR and YZ read 

and approved the final protocol. Guarantor is TW.

Funding This work was supported by a National Health and Medical Research 

Council Investigator Grant, grant number 2025665 to Tracey Wade. The funders 

have not made any contribution in study design; collection, management, analysis, 

and interpretation of data; writing of the report; they will have no role in the 

decision to submit the report for publication, or any ultimate authority over any of 

these activities.

Competing interests ‘Yes, there are competing interests for one or more authors 

and I have provided a Competing Interests statement in my manuscript and in the 

box below’.

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.

P
ro

te
c

te
d

 b
y

 c
o

p
y

rig
h

t, in
c

lu
d

in
g

 fo
r u

s
e
s
 re

la
te

d
 to

 te
x
t a

n
d

 d
a
ta

 m
in

in
g

, A
I tra

in
in

g
, a

n
d

 s
im

ila
r te

c
h

n
o

lo
g

ie
s

.
 . 

a
t S

h
e
ffie

ld
 U

n
i C

o
n

s
o

rtia
 

o
n

 M
a
y

 8
, 2

0
2

5
 

h
ttp

://b
m

jo
p

e
n

.b
m

j.c
o

m
/

D
o

w
n

lo
a
d

e
d

 fro
m

 
2
5
 A

p
ril 2

0
2
5
. 

1
0

.1
1

3
6

/b
m

jo
p

e
n

-2
0

2
5

-0
9
9
2
1
2
 o

n
 

B
M

J
 O

p
e

n
: firs

t p
u

b
lis

h
e

d
 a

s
 

https://www.sealedenvelope.com/
https://dx.doi.org/10.1136/bmjopen-2025-099212
https://x.com/jamieleepennesi
https://x.com/trottsumo
http://bmjopen.bmj.com/


8 Wade T, et al. BMJ Open 2025;15:e099212. doi:10.1136/bmjopen-2025-099212

Open access 

Patient consent for publication Not applicable.

Provenance and peer review Not commissioned; externally peer reviewed.

Data availability statement No data are available.

Supplemental material This content has been supplied by the author(s). It has 

not been vetted by BMJ Publishing Group Limited (BMJ) and may not have been 

peer- reviewed. Any opinions or recommendations discussed are solely those 

of the author(s) and are not endorsed by BMJ. BMJ disclaims all liability and 

responsibility arising from any reliance placed on the content. Where the content 

includes any translated material, BMJ does not warrant the accuracy and reliability 

of the translations (including but not limited to local regulations, clinical guidelines, 

terminology, drug names and drug dosages), and is not responsible for any error 

and/or omissions arising from translation and adaptation or otherwise.

Open access This is an open access article distributed in accordance with the 

Creative Commons Attribution 4.0 Unported (CC BY 4.0) license, which permits 

others to copy, redistribute, remix, transform and build upon this work for any 

purpose, provided the original work is properly cited, a link to the licence is given, 

and indication of whether changes were made. See: https://creativecommons.org/ 

licenses/by/4.0/.

ORCID iDs

Tracey Wade http://orcid.org/0000-0003-4402-770X

Mia L Pellizzer http://orcid.org/0000-0002-9917-2069

Jamie- Lee Pennesi http://orcid.org/0000-0003-1461-7303

REFERENCES
 1 Öst L- G, Brattmyr M, Finnes A, et al. Cognitive behavior therapy for 

adult eating disorders in routine clinical care: A systematic review 
and meta- analysis. Int J Eat Disord 2024;57:249–64. 

 2 Linardon J, Wade TD. How many individuals achieve symptom 
abstinence following psychological treatments for bulimia nervosa? A 
meta- analytic review. Int J Eat Disord 2018;51:287–94. 

 3 Keegan E, Waller G, Wade TD. A systematic review and meta- 
analysis of a 10- session cognitive behavioural therapy for non- 
underweight eating disorders. Clin Psychol (Aust Psychol Soc) 
2022;26:241–54. 

 4 Fairburn CG, Cooper Z, Doll HA, et al. Transdiagnostic cognitive- 
behavioral therapy for patients with eating disorders: a two- site trial 
with 60- week follow- up. Am J Psychiatry 2009;166:311–9. 

 5 Fairburn CG, Bailey- Straebler S, Basden S, et al. A transdiagnostic 
comparison of enhanced cognitive behaviour therapy (CBT- E) and 
interpersonal psychotherapy in the treatment of eating disorders. 
Behav Res Ther 2015;70:64–71. 

 6 Beard JIL, Delgadillo J. Early response to psychological therapy 
as a predictor of depression and anxiety treatment outcomes: 
A systematic review and meta- analysis. Depress Anxiety 
2019;36:866–78. 

 7 Vall E, Wade TD. Predictors of treatment outcome in individuals with 
eating disorders: A systematic review and meta- analysis. Int J Eat 
Disord 2015;48:946–71. 

 8 Chang P, Delgadillo J, Waller G. Early response to psychological 
treatment for eating disorders: A systematic review and meta- 
analysis. Clin Psychol Rev 2021;86:102032. 

 9 Klein T, Breilmann J, Schneider C, et al. Dose–response relationship 
in cognitive behavioral therapy for depression: A nonlinear 
metaregression analysis. J Consult Clin Psychol 2024;92:296–309. 

 10 Rose C, Waller G. Cognitive- behavioral therapy for eating disorders 
in primary care settings: Does it work, and does a greater dose make 
it more effective? Int J Eat Disord 2017;50:1350–5. 

 11 Saxon D, Firth N, Barkham M. The Relationship Between Therapist 
Effects and Therapy Delivery Factors: Therapy Modality, Dosage, and 
Non- completion. Adm Policy Ment Health 2017;44:705–15. 

 12 Wade TD, Allen K, Crosby RD, et al. Outpatient therapy for adult 
anorexia nervosa: Early weight gain trajectories and outcome. Euro 
Eating Disorders Rev 2021;29:472–81. 

 13 Fairburn CG, Beglin SJ. Eating disorder examination questionnaire 
(ede- q 6.0). In: In Fairburn CG. Cognitive Behavior Therapy and 
Eating Disorders. NY: Guilford Press, 2008: 309–14.

 14 Bell C, Waller G, Shafran R, et al. Is there an optimal length of 
psychological treatment for eating disorder pathology? Int J Eat 
Disord 2017;50:687–92. 

 15 Wade TD, Georgiou N, Keegan E, et al. Indicators of early change in 
cognitive behaviour therapy that predict eating disorder remission.

 16 Nye A, Delgadillo J, Barkham M. Efficacy of personalized 
psychological interventions: A systematic review and meta- analysis. 
J Consult Clin Psychol 2023;91:389–97. 

 17 Edney LC, Pellizzer ML. Adaptive design trials in eating disorder 
research: A scoping review. Int J Eat Disord 2024;57:1278–90. 

 18 Andersson G, Käll A, Juhlin S, et al. Free choice of treatment content, 
support on demand and supervision in internet- delivered CBT for 
adults with depression: A randomized factorial design trial. Behav 
Res Ther 2023;162:104265. 

 19 Pennesi J- L, Johnson C, Radünz M, et al. Acute Augmentations to 
Psychological Therapies in Eating Disorders: A Systematic Review 
and Meta- Analysis. Curr Psychiatry Rep 2024;26:447–59. 

 20 Wade TD, Shafran R, Cooper Z. Developing a protocol to address 
co- occurring mental health conditions in the treatment of eating 
disorders. Int J Eat Disord 2024;57:1291–9. 

 21 Pennesi J- L, Pellizzer ML, Wade TD. A multi- stakeholder delphi 
consensus study on transdiagnostic processes that can inform early 
intervention and augmentation therapy for eating disorders.

 22 Chan A- W, Tetzlaff JM, Altman DG, et al. SPIRIT 2013 statement: 
defining standard protocol items for clinical trials. Ann Intern Med 
2013;158:200–7. 

 23 Pellizzer ML, Waller G, Wade TD. Ten‐session cognitive behaviour 
therapy for eating disorders: Outcomes from a pragmatic pilot study 
of Australian non‐underweight clients. Clin Psychol (Aust Psychol 
Soc) 2019;23:124–32. 

 24 Pellizzer ML, Waller G, Wade TD. A pragmatic effectiveness study 
of 10‐session cognitive behavioural therapy (CBT‐T) for eating 
disorders: Targeting barriers to treatment provision. Euro Eating 
Disorders Rev 2019;27:557–70. 

 25 Wade TD, Ghan C, Waller G. A randomized controlled trial of two 
10- session cognitive behaviour therapies for eating disorders: An 
exploratory investigation of which approach works best for whom. 
Behav Res Ther 2021;146:103962. 

 26 Keegan E, Waller G, Tchanturia K, et al. The potential value 
of brief waitlist interventions in enhancing treatment retention 
and outcomes: a randomised controlled trial. Cogn Behav Ther 
2024;53:608–20. 

 27 Le Grange D, Eckhardt S, Dalle Grave R, et al. Enhanced cognitive- 
behavior therapy and family- based treatment for adolescents with an 
eating disorder: a non- randomized effectiveness trial. Psychol Med 
2022;52:2520–30. 

 28 Waller G, Turner H, Tatham M, et al. Brief Cognitive Behavioural 
Therapy for Non- Underweight Patients: CBT- T for Eating Disorders. 
Abingdon: Routledge, Taylor & Francis Group, 2019.

 29 Tatham M, Turner H, Mountford VA, et al. Development, 
psychometric properties and preliminary clinical validation of a 
brief, session- by- session measure of eating disorder cognitions and 
behaviors: The ED- 15. Int J Eat Disord 2015;48:1005–15. 

 30 Berg KC, Peterson CB, Frazier P, et al. Psychometric evaluation of 
the eating disorder examination and eating disorder examination- 
questionnaire: a systematic review of the literature. Int J Eat Disord 
2012;45:428–38. 

 31 Rand- Giovannetti D, Cicero DC, Mond JM, et al. Psychometric 
Properties of the Eating Disorder Examination- Questionnaire 
(EDE- Q): A Confirmatory Factor Analysis and Assessment of 
Measurement Invariance by Sex. Assessment 2020;27:164–77. 

 32 Zhou Y, Pellizzer M, Keegan E, et al. Factor Structure and 
Psychometric Properties of the ED- 15 in People With an Eating 
Disorder. Int J Eat Disord 2024;57:2235–45. 

 33 Bohn K, Doll HA, Cooper Z, et al. The measurement of impairment 
due to eating disorder psychopathology. Behav Res Ther 
2008;46:1105–10. 

 34 Jenkins PE. Psychometric validation of the Clinical Impairment 
Assessment in a UK eating disorder service. Eat Behav 
2013;14:241–3. 

 35 Maraldo TM, Fewell L, Vander Wal JS. Factor structure and 
psychometric properties of the clinical impairment assessment 3.0 
(CIA) in a clinical eating disorder sample. Eat Behav 2021;40:101469. 

 36 Lovibond PF, Lovibond SH. The structure of negative emotional 
states: Comparison of the Depression Anxiety Stress Scales (DASS) 
with the Beck Depression and Anxiety Inventories. Behav Res Ther 
1995;33:335–43. 

 37 Makara- Studzińska M, Tyburski E, Załuski M, et al. Confirmatory 
Factor Analysis of Three Versions of the Depression Anxiety Stress 
Scale (DASS- 42, DASS- 21, and DASS- 12) in Polish Adults. Front 
Psychiatry 2022;12:770532. 

 38 Antony MM, Bieling PJ, Cox BJ, et al. Psychometric properties of 
the 42- item and 21- item versions of the Depression Anxiety Stress 
Scales in clinical groups and a community sample. Psychol Assess 
1998;10:176–81. 

 39 Klonsky ED, Olino TM. Identifying clinically distinct subgroups of self- 
injurers among young adults: A latent class analysis. J Consult Clin 
Psychol 2008;76:22–7. 

P
ro

te
c

te
d

 b
y

 c
o

p
y

rig
h

t, in
c

lu
d

in
g

 fo
r u

s
e
s
 re

la
te

d
 to

 te
x
t a

n
d

 d
a
ta

 m
in

in
g

, A
I tra

in
in

g
, a

n
d

 s
im

ila
r te

c
h

n
o

lo
g

ie
s

.
 . 

a
t S

h
e
ffie

ld
 U

n
i C

o
n

s
o

rtia
 

o
n

 M
a
y

 8
, 2

0
2

5
 

h
ttp

://b
m

jo
p

e
n

.b
m

j.c
o

m
/

D
o

w
n

lo
a
d

e
d

 fro
m

 
2
5
 A

p
ril 2

0
2
5
. 

1
0

.1
1

3
6

/b
m

jo
p

e
n

-2
0

2
5

-0
9
9
2
1
2
 o

n
 

B
M

J
 O

p
e

n
: firs

t p
u

b
lis

h
e

d
 a

s
 

https://creativecommons.org/licenses/by/4.0/
https://creativecommons.org/licenses/by/4.0/
http://orcid.org/0000-0003-4402-770X
http://orcid.org/0000-0002-9917-2069
http://orcid.org/0000-0003-1461-7303
http://dx.doi.org/10.1002/eat.24104
http://dx.doi.org/10.1002/eat.22838
http://dx.doi.org/10.1080/13284207.2022.2075257
http://dx.doi.org/10.1176/appi.ajp.2008.08040608
http://dx.doi.org/10.1016/j.brat.2015.04.010
http://dx.doi.org/10.1002/da.22931
http://dx.doi.org/10.1002/eat.22411
http://dx.doi.org/10.1002/eat.22411
http://dx.doi.org/10.1016/j.cpr.2021.102032
http://dx.doi.org/10.1037/ccp0000879
http://dx.doi.org/10.1002/eat.22778
http://dx.doi.org/10.1007/s10488-016-0750-5
http://dx.doi.org/10.1002/erv.2775
http://dx.doi.org/10.1002/erv.2775
http://dx.doi.org/10.1002/eat.22660
http://dx.doi.org/10.1002/eat.22660
http://dx.doi.org/10.1037/ccp0000820
http://dx.doi.org/10.1002/eat.24198
http://dx.doi.org/10.1016/j.brat.2023.104265
http://dx.doi.org/10.1016/j.brat.2023.104265
http://dx.doi.org/10.1007/s11920-024-01519-y
http://dx.doi.org/10.1002/eat.24008
http://dx.doi.org/10.7326/0003-4819-158-3-201302050-00583
http://dx.doi.org/10.1111/cp.12170
http://dx.doi.org/10.1111/cp.12170
http://dx.doi.org/10.1002/erv.2684
http://dx.doi.org/10.1002/erv.2684
http://dx.doi.org/10.1016/j.brat.2021.103962
http://dx.doi.org/10.1080/16506073.2024.2351867
http://dx.doi.org/10.1017/S0033291720004407
http://dx.doi.org/10.1002/eat.22430
http://dx.doi.org/10.1002/eat.20931
http://dx.doi.org/10.1177/1073191117738046
http://dx.doi.org/10.1002/eat.24271
http://dx.doi.org/10.1016/j.brat.2008.06.012
http://dx.doi.org/10.1016/j.eatbeh.2012.12.001
http://dx.doi.org/10.1016/j.eatbeh.2020.101469
http://dx.doi.org/10.1016/0005-7967(94)00075-U
http://dx.doi.org/10.3389/fpsyt.2021.770532
http://dx.doi.org/10.3389/fpsyt.2021.770532
http://dx.doi.org/10.1037/1040-3590.10.2.176
http://dx.doi.org/10.1037/0022-006X.76.1.22
http://dx.doi.org/10.1037/0022-006X.76.1.22
http://bmjopen.bmj.com/


9Wade T, et al. BMJ Open 2025;15:e099212. doi:10.1136/bmjopen-2025-099212

Open access

 40 Glenn CR, Klonsky ED. One- year test- retest reliability of the 
Inventory of Statements about Self- Injury (ISAS). Assessment 
2011;18:375–8. 

 41 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. 

 42 DiGasbarro D, Midden A, Van Haitsma K, et al. Reliability and Validity 
of the Adult Hope Scale among Nursing Home Residents with and 
without Cognitive Impairment. Clin Gerontol 2020;43:340–9. 

 43 Klonsky ED, Glenn CR. Assessing the Functions of Non- 
suicidal Self- injury: Psychometric Properties of the Inventory of 
Statements About Self- injury (ISAS). J Psychopathol Behav Assess 
2009;31:215–9. 

 44 Hedeker D, Gibbons RD, Waternaux C. Sample Size Estimation 
for Longitudinal Designs with Attrition: Comparing Time- Related 
Contrasts Between Two Groups. J Educ Behav Stat 1999;24:70–93. 

 45 European Medicines Agency. ICH E9 (R1) addendum on estimands 
and sensitivity analysis in clinical trials to the guideline on statistical 
principles for clinical trials. 2020. Available: https://www.ema. 
europa.eu/en/documents/scientific-guideline/ich-e9-r1-addendum- 
estimands-and-sensitivity-analysis-clinical-trials-guideline-statistical- 
principles-clinical-trials-step-5_en.pdf

 46 Bardone- Cone AM, Harney MB, Maldonado CR, et al. Defining 
recovery from an eating disorder: Conceptualization, validation, and 
examination of psychosocial functioning and psychiatric comorbidity. 
Behav Res Ther 2010;48:194–202. P

ro
te

c
te

d
 b

y
 c

o
p

y
rig

h
t, in

c
lu

d
in

g
 fo

r u
s
e
s
 re

la
te

d
 to

 te
x
t a

n
d

 d
a
ta

 m
in

in
g

, A
I tra

in
in

g
, a

n
d

 s
im

ila
r te

c
h

n
o

lo
g

ie
s

.
 . 

a
t S

h
e
ffie

ld
 U

n
i C

o
n

s
o

rtia
 

o
n

 M
a
y

 8
, 2

0
2

5
 

h
ttp

://b
m

jo
p

e
n

.b
m

j.c
o

m
/

D
o

w
n

lo
a
d

e
d

 fro
m

 
2
5
 A

p
ril 2

0
2
5
. 

1
0

.1
1

3
6

/b
m

jo
p

e
n

-2
0

2
5

-0
9
9
2
1
2
 o

n
 

B
M

J
 O

p
e

n
: firs

t p
u

b
lis

h
e

d
 a

s
 

http://dx.doi.org/10.1177/1073191111411669
http://dx.doi.org/10.1037/0022-3514.60.4.570
http://dx.doi.org/10.1080/07317115.2019.1656696
http://dx.doi.org/10.1007/s10862-008-9107-z
http://dx.doi.org/10.3102/10769986024001070
https://www.ema.europa.eu/en/documents/scientific-guideline/ich-e9-r1-addendum-estimands-and-sensitivity-analysis-clinical-trials-guideline-statistical-principles-clinical-trials-step-5_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/ich-e9-r1-addendum-estimands-and-sensitivity-analysis-clinical-trials-guideline-statistical-principles-clinical-trials-step-5_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/ich-e9-r1-addendum-estimands-and-sensitivity-analysis-clinical-trials-guideline-statistical-principles-clinical-trials-step-5_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/ich-e9-r1-addendum-estimands-and-sensitivity-analysis-clinical-trials-guideline-statistical-principles-clinical-trials-step-5_en.pdf
http://dx.doi.org/10.1016/j.brat.2009.11.001
http://bmjopen.bmj.com/

	Study protocol for a pre-­registered ﻿﻿randomised﻿﻿ open-­label trial of ten-­session cognitive behaviour therapy (CBT-­T) for eating disorders: does stratified augmented treatment lead to better outcomes?
	Abstract
	Introduction﻿﻿
	Methods and analysis
	Study design
	Study setting
	Eligibility criteria
	Patient and public involvement
	Interventions
	Procedure and ﻿﻿participant﻿﻿ Timeline
	Primary outcomes
	Secondary outcomes
	Other measures
	Sample size
	Recruitment
	Randomisation and blinding
	Data collection, management and statistical analysis
	Monitoring

	Ethics and dissemination
	References


