Review protocol for interventions for the treatment of body dysmorphic disorder (BDD)
	ID
	Field
	Content

	1.
	Review title
	Interventions for the treatment of body dysmorphic disorder: a systematic review and network meta-analysis

	2.
	Review question
	What is the effectiveness (including at longer-term follow-up) of interventions for the treatment of BDD?

	3.
	Objective
	To determine the benefits and harms of interventions for the treatment of BDD

	4.
	Searches 
	The following bibliographic databases will be searched: 

· Cochrane Central Register of Controlled Trials (CENTRAL)
· Cochrane Database of Systematic Reviews (CDSR)
· Embase
· Emcare
· Epistemonikos
· MEDLINE ALL
· PsycINFO
· Social Policy and Practice
Searching for systematic reviews will be limited to Epistemonikos and the Cochrane Database of Systematic Reviews-only. 

The full search strategies for all databases will be published as an appendix to the final evidence review.

Database functionality will be used, where available, to exclude:
· Animal studies
· Editorials, letters, news items and commentaries
· Conference abstracts and posters
· Trial registry entries without an associated journal publication
· Theses and dissertations
· Papers not published in the English language

Date limits:
Databases will be searched from inception to the date of the search with no date limits applied.


	5.
	Condition or domain being studied

	Body dysmorphic disorder (BDD)

	6.
	Population
	Inclusion:
· Adults, children or young people with a diagnosis of body dysmorphic disorder (BDD), diagnosed according to established diagnostic criteria (ICD, DSM, Research Diagnostic Criteria [RDC], or Feigner criteria)  

Exclusion:
· Adaptations to interventions for people with OCD and autism 
· People with schizophrenia or bipolar disorder
· People with gender dysmorphia
· BDD is not the primary disorder
· Studies that specifically focus on further-line treatment for BDD that has not responded to at least 1 adequate trial of SSRI or clomipramine, where participants are randomised at the point of non-response (or only partial response) 
· Studies that specifically focus on relapse prevention

If some, but not all, of a study’s participants are eligible for the review, then we will include a study if at least 80% of its participants are eligible for this review 

	7.
	Intervention
	Inclusion:
The following psychological and pharmacological interventions used alone or in combination:
· Therapist-administered behavioural therapies (BT, therapy that includes exposure and/or response prevention, without a formal cognitive therapy component):
· BT therapist-administered in-person individual
· BT therapist-administered in-person group
· Therapist-administered cognitive behavioural therapies (CBT, therapy that includes exposure, response prevention or behavioural experiments, and cognitive restructuring):
· CBT therapist-administered in-person individual
· CBT therapist-administered in-person group
· CBT therapist-administered remote individual
· CBT therapist-administered remote group 
· Intensive short-term CBT treatment (therapist-delivered), with multiple sessions delivered over a short period of time (typically ≤1 week)
· Transdiagnostic CBT (unified protocol [UP])
· Self-administered CBT with therapist support (guided self-help):
· Digital CBT with support
· CBT workbook with support
· Self-administered CBT with no or minimal support (unguided self-help):
· Digital CBT without support
· CBT workbook without support
· Artificial intelligence (AI)-powered CBT chatbots
· Third-wave cognitive behavioural therapies (therapist-delivered):
· Acceptance and commitment therapy (ACT)
· Compassion-focused therapy
· Dialectical behaviour therapy (DBT)
· Inference-based cognitive behavioural therapy
· Mindfulness-based cognitive behavioural therapy (MBCT)
· Meta-cognitive therapy (MCT)
· Eye movement desensitisation and reprocessing (EMDR)
· Family-based interventions and systemic therapy, for example:
· Family CBT therapist-administered in-person
· Family CBT therapist-administered remote
· Parent training
· Psychodynamic psychotherapies or interpersonal psychotherapy (IPT) (therapist-delivered)
· Supportive psychotherapy
· Non-CBT based guided self-help
· Non-CBT based unguided self-help
· Selective serotonin reuptake inhibitors (SSRIs):
· Citalopram
· Escitalopram
· Fluoxetine
· Fluvoxamine
· Paroxetine
· Sertraline
· Tricyclic antidepressants (TCAs):
· Clomipramine
· Amitriptyline
· Imipramine
· Lofepramine
· Nortriptyline
· Serotonin noradrenaline reuptake inhibitors (SNRIs):
· Duloxetine
· Venlafaxine
· Monoamine oxidase inhibitors (MAOIs):
· Phenelzine
· Tranylcypromine
· Mirtazapine
· Trazodone
· Vortioxetine
· Buspirone
· Hypericum (St John’s Wort)
· Antipsychotics, for example:
· Aripiprazole
· Risperidone
· Olanzapine
· Quetiapine
· Pimozide
· Non-invasive neuromodulation interventions:
· Transcranial magnetic stimulation (TMS)
· Repetitive transcranial magnetic stimulation (rTMS)
· Transcranial direct current stimulation (tDCS)
· Theta-burst stimulation (TBS)

Exclusion:
· Prevention interventions
· Gestalt therapy
· Morita therapy
· Motivational interviewing
· Therapist-administered meditation or mindfulness-based stress reduction (MBSR) that does not include a cognitive component
· Exercise or lifestyle interventions
· Behavioural therapies that do not include exposure, for example, behavioural activation or social skills training
· Biofeedback or neurofeedback interventions
· Supplements, for example, folic acid, herbal medicines (except hypericum), vitamins, omega-3 supplements
· Psychedelic treatments (e.g. Psilocybin)
· D-amphetamine

	8.
	Comparator
	· Attention placebo
· Pill placebo
· Non-specific psychological intervention:
· Relaxation therapy
· Psychoeducation
· Anxiety management
· Waitlist
· Treatment as usual (TAU)
· No treatment
· Head-to-head comparison of interventions listed above

	9.
	Types of study to be included
	Inclusion:
· RCTs
· Systematic reviews of RCTs (for identification of eligible RCTs)

Exclusion:
· Quasi-randomised or other non-randomised studies
· Cross-over studies where data is not reported at the end of the first phase
· Dismantling studies of psychological interventions
· Non-systematic reviews
· Scoping reviews or umbrella reviews
· Conference abstracts
· Dissertations
· Trial registry protocols
· Books and book chapters
· Secondary analyses with no new primary data from RCT
· Non-primary paper (for example, preliminary results or summary of an already published paper)

	10.
	Other exclusion criteria

	Non-English language papers


	11.
	Context

	This guidance will fully update the following NICE guideline: Obsessive-compulsive disorder and body dysmorphic disorder: treatment (published 2005; CG31)

	12.
	Primary outcomes (critical outcomes)

	Inclusion:
· BDD symptoms* (change from baseline scores)
· Discontinuation for any reason
· Discontinuation due to adverse events (for pharmacological and neuromodulation interventions)

*Only one continuous scale will be used per study. The following BDD symptom scales will be included in the following hierarchy:	Comment by Rachel Woodcraft: this could be tricky if there is lack of evidence for some interventions. In this case you may need to look at 2 or 3 symptom scales for some studies so that all comparators have enough data. 	Comment by Odette Megnin-Viggars: I’m not sure I understand this point. All these scales will be eligible to be included but the scale that is reported that is as close to the top of this list as possible will be selected
· Yale-Brown Obsessive Compulsive Scale modified for Body Dysmorphic Disorder (BDD-YBOCS)
· BDD-YBOCS for adolescents (BDD-YBOCS-A)
· Body Image Questionnaire (BIQ), also known as the Cosmetic Procedure Screening Questionnaire (COPS)
· Body Image Questionnaire - Child and Adolescent Version (BIQ-C)
· Appearance Anxiety Inventory (AAI)
· Body Dysmorphic Symptom Scale (BDD-SS)
· Dysmorphic Concerns Questionnaire (DCQ)
· Body Dysmorphic Disorder Examination (BDDE) clinician-rated
· Body Dysmorphic Disorder Examination self-report (BDDE-SR)
· Yale-Brown Obsessive-Compulsive Scale Modified for Body dysmorphic disorder - Self Report (BDD-YBOCS-SR)
· Multidimensional Youth Body Dysmorphic Inventory (MY BODI)
· Body Image Disturbance Questionnaire (BIDQ)
· Body Image Concern Inventory (BICI)
· Body Dysmorphic Disorder Scale for Youth (BDDSY)
· Body Dysmorphic Disorder Dimensional Scale (BDD-D)
· Appearance-Related Safety Behavior Scale (ARSB)
· Appearance Intrusions Questionnaire (AIQ)
· Body Image Concern Scale (BICS)

The timepoint of interest is intervention endpoint

Where longer-term follow-up data (at least 6 months after intervention endpoint) is available, it will be extracted and analysed for comparable timepoints, for example, 6-months post-intervention follow-up, 1 year post-intervention follow-up, 2 years post-intervention follow-up

For BDD symptom outcome, change from baseline scores will be preferred, but where these are not available, baseline and endpoint data will be extracted

For BDD symptom outcome, non-imputed intention-to-treat (ITT) data is preferred (data is reported according to the intervention to which participants are assigned regardless of the actual intervention received or adherence to that intervention, and outcome data are measured for all randomised participants), because the estimated effect of assignment to intervention is the most appropriate to inform recommendations. If non-imputed ITT data is not reported, but missing data has been imputed (ITT imputed) then this will be extracted (and the method of imputing missing data will be recorded). If ITT (non-imputed or imputed) data is not reported then available-case analysis, data only for those assessed on that outcome, will be extracted. If a form of modified ITT analysis is used, for instance, only including participants who started the intervention then this will be classified as ITT if at least 95% of participants who were randomised are included in the analysis 	Comment by Rachel Woodcraft: why is non-imputed preferred? Please add rationale. 	Comment by Odette Megnin-Viggars: Added

For discontinuation outcomes, all randomised participants will be included in the denominator (ITT principle). For discontinuation due to side effects, the assumption is that participants with missing outcome data did not drop-out due to side effects  

Exclusion:
· Number of participants for whom data reported is not available
· Only per-protocol data is available


	13.
	Secondary outcomes (important outcomes)
	None

	14.
	Data extraction (selection and coding)

	All references identified by the searches and from other sources will be uploaded into EPPI-Reviewer 5 and de-duplicated
Titles and abstracts of the retrieved citations will be screened to identify studies that potentially meet the inclusion criteria outlined in the review protocol. Dual sifting will be performed on at least 10% of records; 90% agreement is required. Disagreements will be resolved via discussion between the two reviewers, and consultation with senior systematic reviewer if necessary
Full versions of the selected studies will be obtained for assessment. Studies that fail to meet the inclusion criteria once the full version has been checked will be excluded at this stage. Each study excluded after checking the full version will be listed, along with the reason for its exclusion
A standardised Excel spreadsheet will be used to extract data from studies. The following data will be extracted: study details (reference, country where study was carried out, year of trial publication, total number randomised, number of arms), participant characteristics (including mean age of total sample of randomised participants, percentage of female randomised participants, diagnostic classification, comorbidities including proportion with depression, mean baseline symptom severity), details of the interventions (including dose/number and duration of sessions and duration of intervention in weeks [primary endpoint]), relevant outcome data (including type of analysis, ITT [non-imputed], ITT [imputed, and method of imputation], and available case), and sponsorship of the study from pharmaceutical companies (yes/no/unclear/NA)

Data extraction will be double-coded


	15.
	Risk of bias (quality) assessment

	Quality assessment of individual studies will be performed using the following checklists:
· Cochrane RoB tool v.2 for RCTs (including cluster-randomised trials) 
Risk of bias assessments will be double-coded
For NMAs, threshold analysis will be conducted to assess the robustness of intervention recommendations due to bias (Phillippo 2018)


	16.
	Strategy for data synthesis 
	For primary outcomes at endpoint, network meta-analyses (NMAs) will be conducted within a Bayesian framework using Markov Chain Monte Carlo simulation techniques implemented in WinBUGS 1.4.3 to synthesise the data for all eligible interventions which are connected in a network of RCT comparisons
The NMAs may utilise class models with interventions grouped according to common theoretical structure or mechanism and methodological approach, using relevant information extracted from the included studies. Interventions within a class will be expected to have similar (but not necessarily identical) effects and class effect models will be fitted (Dias 2018). The relative effects of the interventions within each class will be assumed to be distributed around a common class mean with a within-class variance, permitting the borrowing of strength across interventions within each class
For the NMAs, the random effects assumption will be assessed by comparing the fit of fixed and random class effects models, where the former assumes intervention effects within each class are the same (i.e. no within-class variability of effects)

For the NMAs, the consistency of direct and indirect evidence will be assessed by fitting and comparing the fit of the NMA and unrelated mean effects (UME) models, the latter is equivalent to having separate, unrelated, meta-analyses for pairwise contrast (Dias 2011). Each data point’s contribution to the posterior mean residual deviance for the NMA model will be plotted against that for the UME model, to visually assess if specific data points are contributing to inconsistency. If the UME suggests there is evidence of inconsistency, node-split models will be fitted to assist in identifying loops of evidence with inconsistency (Dias 2010)

As different scales are used to measure BDD symptoms across studies, standardised mean differences (SMDs) will be used for this outcome 

For outcomes measured at longer-term post-intervention follow-up, pairwise meta-analyses will be conducted where possible, using Cochrane Review Manager, and the certainty of evidence will be assessed using GRADE. Pairwise meta-analysis rather than NMA will be conducted for follow-up as there will not be sufficient data to form a connected network

	17.
	Analysis of sub-groups

	If the network structure allows, sensitivity analyses will be considered for:
· Previous treatment (excluding studies where participants are not receiving first-line treatment)
· Age (children and young people; adult)
· Common comorbid conditions (removing studies from the network that exclude people with common comorbid conditions)
· Clinician-rated relative to self-report outcome measures (excluding studies with only self-report BDD symptom outcome measure reported)
· Psychotic and non-psychotic variants of BDD

Where sensitivity analyses have been performed, the committee will consider on a case-by-case basis if separate recommendations should be made for distinct groups. Separate recommendations may be made where there is evidence of a differential effect of interventions in distinct groups. If there is a lack of evidence in one group, the committee will consider, based on their experience, whether it is reasonable to extrapolate and assume the interventions will have similar effects in that group compared with others


	18.
	Type and method of review 

	☒	Intervention

	
	
	☐	Diagnostic

	
	
	☐	Prognostic

	
	
	☐	Qualitative

	
	
	☐	Epidemiologic

	
	
	☐	Service Delivery

	
	
	☐	Other (please specify)


	19.
	Language
	English

	20.
	Country
	England

	21.
	Anticipated or actual start date
	[For the purposes of PROSPERO, the date of commencement for the systematic review can be defined as any point after completion of a protocol but before formal screening of the identified studies against the eligibility criteria begins.
A protocol can be deemed complete after sign-off by the NICE team with responsibility for quality assurance.]

	22.
	Anticipated completion date
	[Give the date by which the guideline is expected to be published. This field may be edited at any time. All edits will appear in the record audit trail. A brief explanation of the reason for changes should be given in the Revision Notes facility.]

	23.
	Stage of review at time of this submission
	Review stage
	Started
	Completed

	
	
	Preliminary searches
	
	

	
	
	Piloting of the study selection process
	
	

	
	
	Formal screening of search results against eligibility criteria
	
	

	
	
	Data extraction
	
	

	
	
	Risk of bias (quality) assessment
	
	

	
	
	Data analysis
	
	

	24.
	Named contact
	5a. Named contact
National Institute for Health and Care Excellence (NICE) 
5b. Named contact e-mail
OCD@nice.org.uk
5c. Organisational affiliation of the review
National Institute for Health and Care Excellence (NICE) 

	25.
	Review team members
	· Senior Technical Analyst
· Technical Analyst
· Health Economist
· Information Specialist

	26.
	Funding sources/sponsor

	This systematic review is being completed by NICE which receives funding from the Department of Health and Social Care

	27.
	Conflicts of interest
	All guideline committee members and anyone who has direct input into NICE guidelines (including the evidence review team and expert witnesses) must declare any potential conflicts of interest in line with NICE's code of practice for declaring and dealing with conflicts of interest. Any relevant interests, or changes to interests, will also be declared publicly at the start of each guideline committee meeting. Before each meeting, any potential conflicts of interest will be considered by the guideline committee Chair and a senior member of the development team. Any decisions to exclude a person from all or part of a meeting will be documented. Any changes to a member's declaration of interests will be recorded in the minutes of the meeting. Declarations of interests will be published with the final guideline

	28.
	Collaborators

	Development of this systematic review will be overseen by an advisory committee who will use the review to inform the development of evidence-based recommendations in line with section 3 of Developing NICE guidelines: the manual. Members of the guideline committee are available on the NICE website: https://www.nice.org.uk/guidance/indevelopment/gid-ng10432/documents

	29.
	Other registration details
	None

	30.
	Reference/URL for published protocol
	TBD

	31.
	Dissemination plans
	NICE may use a range of different methods to raise awareness of the guideline. These include standard approaches such as:
· notifying registered stakeholders of publication
· publicising the guideline through NICE's newsletter and alerts
· issuing a press release or briefing as appropriate, posting news articles on the NICE website, using social media channels, and publicising the guideline within NICE

	32.
	Keywords
	Body dysmorphic disorder; BDD; network meta-analysis; psychological interventions; SSRIs

	33.
	Details of existing review of same topic by same authors
	Not applicable

	34.
	Current review status
	☒	Ongoing

	
	
	☐	Completed but not published

	
	
	☐	Completed and published

	
	
	☐	Completed, published and being updated

	
	
	☐	Discontinued

	35.
	Additional information
	None

	36.
	Details of final publication
	www.nice.org.uk
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