
Matching ICD-11 personality status to clinical management in a community team - The Boston (UK) Personality Project: study protocol 
[bookmark: IDAQDWO3]  
Mithilesh Jha1,   Barbara Barrett2, Chris Brewin3 , Geoff Bowker1 , Nick Harwood1 ,  Iram Jalil1 , Mike Crawford4,Jaspreet Phull1, Katherine Allen5, Conor Duggan6 , Min Yang7,8, Peter Tyrer1,2 
 
1  Lincolnshire Partnership NHS Foundation Trust,   St George's, Long Leys Road, LINCOLN, Lincolnshire, LN1 1FS,  UK
2  Kings Health Economics, King’s College London, De Crespigny Park, London SE5 8AF
3 Department of Psychology, University College Hospital, London 
4 Division of Psychiatry, Commonwealth Building, Imperial  College, London,  W12 0NN, UK
5  Birmingham and Solihull Mental Health Foundation Trust,  Uffculme Centre, Queensbridge Road, Moseley, Birmingham B13 8QY 
6 University of Nottingham, Triumph Road, Nottingham, NG7 2TU
7  West China School of Public Health, Sichuan University, Chengdu, China 

8 Faculty of Health, Art and Design, Swinburne, University of Technology, Melbourne, Australia

Abstract
 Epidemiological studies show 30% to 50% of all patients in community mental health teams have personality disorders. These are normally comorbid with other psychiatric disorders, often as Galenic syndromes, and are seldom identified. In the Boston (UK) Personality Project all patients under a community health service in Boston in Lincolnshire will be asked to agree to have their personality status assessed using scales recording the new ICD-11 classification, together with clinical ratings, social function and satisfaction.  A control group of 100 patients from an adjacent service of similar demographics (Spalding) will also have similar ratings but no personality assessments. Changes in clinical status, social function and service satisfaction will be made after 6 and 12 months in both groups.  The patients in the Boston group will be offered matched interventions using a stepped care approach for both the severity of disorder and its domain structure. These interventions will include shorter versions of existing psychological treatments, environmental therapies including nidotherapy, adaptive and acceptance models, drug reduction and social prescribing. Full costs of psychiatric care will be measured in both groups. The main hypothesis is that greater awareness of personality function will lead to better clinical outcomes and satisfaction.  

Introduction
The papers in this special issue have illustrated the changing impact of personality disorder over time.  But these changes have mostly occurred with the passage of time rather than following any specific interventions.  The Boston (UK) Personality Project is attempting to examine whether interventions that promote better awareness of personality disorder in patients and staff, and which are matched to the severity and type of personality disorder, lead to improved clinical and outcomes, lower costs and  greater satisfaction in patients and staff.   There is already good evidence that greater patient satisfaction is associated with better services (eg, Shipley et al, 2000), better outcomes with greater patient involvement in treatment decisions (Coulter et al, 2015) and, in the case of personality disorders, responsiveness to patient need to savings in costs (Ranger et al, 2009).   A previous study linked to a randomised controlled trial (Grenyer et al, 2018) has showed that a whole of service stepped care model of treatment for personality disorder significantly reduced demand on hospital services over an 18 month period. As personality disorder changes greatly over time (Yang et al, 2021) it is also necessary to have a long-time scale for the project. The first stage in the project is an assessment of the new ICD-11 classification of personality disorder in a clinical population, followed by selected interventions appropriate for each level of disorder. 


Rationale and Background
Personality disorder is remarkably common.  In a recent careful meta-analysis Winsper et al (2020) revealed that 9.6% of the population of high income countries and 4.3% of those in low income countries has a personality disorder, and most other studies show higher rates. In psychiatric populations the prevalence is much higher, between 45% and 90% depending on the degree of specialisation of the service (Beckwith et al, 2004; Keown et al, 2002, Ranger   et al, 2004).  Yet despite these high figures, most of those with personality disorder are not recognised in diagnostic practice.  Many reasons have been put forward for this, including its use as a secondary diagnosis only, reluctance to use the term because it implies permanence, and stigma.  Worthy attempts to remove stigma (eg National Institute for Mental Health in England, 2003) have not so far been successful.

The new classification of personality disorder in ICD-11, and to a lesser extent in DSM-5, extends the scope of personality disturbance to create a single spectrum that includes personality difficulty, a sub-syndromal condition, as well as mild, moderate and severe personality disorder (Tyrer et al, 2019). Because personality difficulty is likely to be the most common group in this classification (Yang et al, 2010) it is expected that most of the patients attending a community mental health team would have some degree of personality disturbance.
The challenges here are several.  Introducing the subject of personality disorder to those who have not come across it before except from negative stories in the media (eg. the personality status of Donald Trump and other political figures), is a sensitive task, and many might baulk at being approached about a subject which they may never have considered.  Getting consensus on personality status may also pose problems and needs to be solved consensually. If all that is achieved by providing a diagnosis of personality disorder is a simple label, then the outcome of assessment is likely to be negative. 
 The Boston (UK) Personality Project has been planned to cover all these aspects.  It includes an initial qualitative component with strong patient and public involvement to address the most appropriate ways of introducing the subject to patients. Following this, all consenting patients in the Boston team will have ICD-11 personality assessments to determine their personality status, but in addition will have their cIinical symptoms, social functioning and satisfaction with services determined. 

A control population attending a mental health team in an adjacent part of Lincolnshire, Spalding, which has a similar demographic structure to Boston, will also be assessed. 100 patients of equivalent age and sex as the Boston patients but otherwise chosen at random, will have similar clinical, social and satisfaction assessments but not the personality ones.   Costs of psychiatric care will be recorded for each patient in the study over five years. 
Study goals and objectives
 
The goals of the study are to (i) establish the best method (or methods) of explaining personality status to psychiatric patients, (ii)  determine if new short self-rating scales for personality status using the ICD-11 classification are feasible assessments of personality, (iii) relate personality status to trauma exposure and comorbid PTSD and complex PTSD; (iv) assess patient reaction to  information about personality status, and (v) receive feedback from patients and staff about interventions offered to those with personality problems.
The comparison of the outcomes at 6 and 12 months in the populations from Boston and Spalding will show any differences between those receiving personality assessment and those who are not.
  
Study design.   

The design used is common in social science research known as mixed methods, involving both qualitative and quantitative elements.  The qualitative component is being carried out in the first nine months of the study. The Patient and Public involvement (PPI) Group of five people, four of whom have had the experience of being diagnosed, not always correctly, with personality disorder, will meet on at least six occasions in a planned qualitative Delphi study, in which different approaches will be tested until consensus in achieved. Questions relevant to this phase include:
1. What is the best language to use when introducing the subject of personality dysfunction both to patients in a community team and the staff who work in one?
1. Does the notion of a spectrum of personality disturbance in which all people in the population are placed at some point help people to understand the subject and reduce apparent stigma?
1. How can the subject be introduced in a way that shows that it is personality function at a point in time that is being assessed and is absolutely not regarded as a lifetime label?
1. Can the notion of positive personality characteristics, or personality strengths, be introduced in early interviews to demonstrate that strong personality features can be an asset to people who are regarded as having personality problems?

TW (the qualitative research applicant) will be a non-participatory member of the PPI team and will join their meetings virtually.  A qualitative analysis of the transcripts of these meetings will be analysed for themes and fed back to the PPI group for each Delphi phase.
A number of focus groups involving patients from the Boston team will then also be given the conclusions of the PPI group and will feed back their comments before the final version is agreed.  It is likely that a single approach is unlikely to be enough on its own as there is much variation in how people view personality disorder (Ramsden et al, 2020).

This phase will last 9 months, including 2 months for each for the three Delphi phases and 3 months for testing in practice with focus groups. The quantitative phase will follow, when rating scales will be given to determine the personality status of all those in the Boston group, and clinical symptoms, social function and satisfaction at baseline, 6 months and 12 months recorded in both Boston and Spalding populations.  
Method
[Table 1 near here]
The full quantitative study will follow after 9 months. Boston, an area of Lincolnshire, a rural county in England, has been chosen for the study as it is demographically representative of the county (Table 1) and may also be representative of England as a whole. It has a mixture of urban and rural situations, with both prosperous and socially deprived areas, and its deprivation score of 16.26 is similar to that for England as a whole.  It is also representative of Lincolnshire as a county, as it is intermediate to areas having high deprivation scores in the north and north-east but low ones in the south.  Spalding, an adjacent district, is similar in demographic structure to Boston (Table 1) and so has been chosen as a representative control area.  The patients assessed will differ in the two areas. 
Boston patients:
[Table 2 near here]
All patients in the Boston Community Mental Health Team (CMHT) who consent to have assessments will have a comprehensive assessment of both personality dysfunction and personality strengths.  The scales used include those that record severity of personality dysfunction and also the strength of each domain trait qualifying the severity (Table 2).  Because there are likely to be some discrepancies between scores on self-ratings only all consenting patients will have their electronic records reviewed to determine additional evidence of personality status using the Structured Personality Assessment from Notes and Documents (SPAN-DOC)(Tyrer and Clark, 2005; Kim et al, 2016).  The Boston patients will also have three assessments of their histories of past and recent trauma, two of which have recently been developed in connection with ICD-11 and will enable the diagnosis of complex post-traumatic stress disorder to be made. 
Boston and Spalding patients
All the consenting Boston patients and 100 patients selected from the Spalding community team using a constrained procedure ensuring that there is balance between sex, age and proportion with severe mental illness, will have assessments of their anxiety and depression status (Lowe et al, 2004; Spitzer et al, 2006), social adjustment (Mundt et al, 2002, Tyrer et al, 2021) and service satisfaction recorded (Guy, 1976, Shipley et al, 2000). Self-harm episodes will also be recorded by the Deliberate Self-Harm Inventory (Gratz, 2001).  These assessments will be repeated after 6 and 12 months.  The primary outcome is the change in social function scores on the Work and Social Function Scale at 12 months. 

In the next few years there is going to be a significant increase in funding for community health teams and it is expected that these will lead to better outcomes in both Spalding and Boston.

Intervention and feedback phase 

The third phase of the study will take place after the personality assessments with the Boston patients.  This involves the following options after both any personality dysfunction and personality strengths have been assessed:
(a)  Reduction of inappropriate or unduly prolonged drug treatments in those with personality disorder as excessive prescription contradicts national guidelines (National Institute of Health and Clinical Excellence, 2009). .  The extent of inappropriate polypharmacy (Aronson, 2006) will be determined.;
(b)  Promotion of environmental interventions such as social prescribing (Bickerdike et al,2017; Tyrer and Boardman, 2020) and  nidotherapy (Ranger et al, 2009; Tyrer & Tyrer, 2018) to reinforce the advantages of personality strengths; 
(c) Greater liaison with primary care services to ensure continuity of planned interventions when patients are discharged from the community team;
(d)  Shorter treatments for those with emotional lability recently introduced and found to be effective, such as Structured Psychological Support (Crawford et al, 2020);
(e) Promotion of personal interventions that are highly specific to the individuals concerned (Coulter et al, 2015); these to include trauma-focused interventions for those with comorbid PTSD or complex PTSD.
It is not expected that most of these treatments will have an impact in as little as 6 or 12 months but if greater knowledge of their potential is achieved it will have an impact on function and satisfaction. 
There may also be changes in interventions for comorbid mental disorders as a consequence of greater knowledge of personality status. 80% of those with personality disorders in community teams are treatment resisting (Type R) personalities (Tyrer et al, 2003); those commonly diagnosed as emotionally unstable or borderline constitute one of the few treatment seeking groups and so attract much greater attention (Duggan & Tyrer, 2022).  The ICD-11 classification is expected to identify all personality disorders clearly and offset the focus on emotional instability. To help reduce the stigma the Personality Strengths Interview Schedule has been introduced. Already it has been shown that greater personality strengths reduce suicidal behaviour (Yang et al, 2022) and by addressing both strengths and weaknesses in care we expect to improve outcomes.   

As the sample will include both treatment seekers (type S) and treatment resisters (Type R), the latter provide an opportunity to extend the provision of current therapies and thinking. Treating those with antisocial personality disorder (ASPD) in the community is a case in point. Hitherto,   treatment for this group has been provided almost exclusively in secure settings; hence, this study examining provision in the community is an important innovation. In addition, its outcome, hitherto, has largely been criminological (i.e. to reduce further offending). However, as many with ASPD in the community have no criminal history, interventions will need to be broadened so that non-criminological outcomes are also considered.  Overcoming the challenges in meeting the treatment needs of treatment rejecters in the community in this study will provide essential learning to be rolled out in the future.   
    

        
Safety considerations

It is possible that knowledge of personality status could be interpreted negatively by patients. This is being anticipated by work in the qualitative study.  Here there will be strategies developed to address concerns in advance.  The interventions offered in the last part of the study are all consensual.  The decision to introduce any of them will ultimately be made by patients themselves.  One of the reasons for this is that when there is any element of leverage or coercion in these decisions the commitment to see the intervention through is likely to be compromised. 

Follow up

The formal study will end after three years, but the interventions could be extended beyond that.  It is therefore planned that another follow-up in which clinical symptoms, social function and satisfaction will be recorded after five years.  Patients will be asked to consider this possibility after their last assessment but if there is follow-up after five years this will need additional consent. Because change following therapy in those with personality disorder can vary from immediate benefit (Spears et al, 2017) to many months (Pearce et al, 2017) it is wise to have longer term follow up if possible. 
Quality assurance and ethics
The quantitative data will be collected by research assistants using an online secure system that ensures confidentiality.  The comparison of the Boston and Spalding populations involves self-ratings only so any investigator bias is reduced.  A data coordinator will check the completeness of data before passing these on for statistical analysis.  Ethical approval will be obtained for the study, including approval for patient information sheets and forms for consent to take part in the study.
Trauma study
A great deal of attention has been paid in recent years to the relationship between trauma and personality disorder, but there has been unequal interest across the personality spectrum, with  most attention focused on borderline personality disorder  (Van der Kolk et al, 1994). By assessing the histories of trauma in all those with personality dysfunction any differences between diagnostic groups can be identified.  Two new trauma scales (Hyland et al, 2021; Cloitre et al, 2018), will allow trauma exposure, PTSD, and complex PTSD to be assessed across the personality spectrum.  The expectation is that those with more severe personality disorders will have higher scores on these instruments.  It will also help in the further definition of complex posttraumatic stress disorder, newly introduced in ICD-11 (Brewin, 2020), which although a separate entity appears to have a strong overlap with borderline pathology (Frost et al, 2020; Jowett et al, 2020).  Because the notion of borderline personality disorder is central to many aetiological theories of trauma, the ‘borderline pattern specifier’, an additional qualifier in ICD-11 (Tyrer et al, 2019) will also be assessed in the personality spectrum, even though preliminary enquiries suggest it does not add to the domain structure already in ICD-11 (Mulder et al, 2020). 
Statistical analysis
Data analysis will be carried out using the following steps.
I. Examining agreement between measurements using standard correlation analyses (eg kappa).
II. Comparing characteristics of participants between Boston and Spalding groups at baseline to determine the extent of comparability using descriptive statistics.
III. Examining missing data mechanism, with reasons for missing data on all outcome measures to identify the extent of data missing at random for further analysis.
IV. The absolute differences in each outcome measure between the two groups will be tested at 6 and 12 months separately, using one-way analysis of variance (ANOVA).

The relative differences in the change of each outcome measure from baseline to 6 months, and to 12 months between the two groups will be tested using multilevel models for repeated measures over time. Characteristics significantly different between the two groups at baseline will be adjusted in the modelling analysis. Individual items in WSAS or other important measures will be examined separately when it becomes necessary. For this analysis multilevel multivariate models will be used to estimate marginal mean difference of all items jointly while taking into account their covariance structure.

Economic outcomes
 The study will last for up to 5 years and one of the main outcomes is health service secondary care cost. We hypothesise that although additional input will be necessary for those with personality problems, if fewer patients require more intensive treatment and more return to primary care, secondary care costs will be reduced.   While the study is not a randomised trial, the main secondary  outcome of the project as a whole is the cost comparison between those for secondary patient care in Boston and those in the rest of Lincolnshire (the comparator) over 10 years.  This comparison is justified as Boston is regarded as  representative of the rest of the county (population 600,000). 
                                        
Discussion

This study is the first to make use of the new ICD-11 classification of personality disorders in managing those with predominantly Type-R personality disorders as well as Type-S ones that now dominate clinical practice.  These include many Galenic syndromes (conditions in which mental state and personality are closely intertwined)(Tyrer et al, 2022) but in most of which the clinician ignores the personality component. One of the most difficult aspects of research into interventions for personality disorders is comorbidity.  A significant proportion of mental state disorders is intrinsically bound to personality disturbance, but in evaluating interventions for these it is difficult to be certain which aspect of pathology is being addressed. By taking a whole team approach any interactions become clearer and contribute to the outcomes for both groups of disorder.  The project has the ability to test several different hypotheses involving all mental illness within a whole team model, including important interactions at staff and patient levels. 

Taking a long-term perspective will also help in determining the nature of the relationship between personality disorder and other mental illness over the longer term . In particular, it can help to determine if personality factors are the driver behind continuing disorders such as depression (Tyrer , 2015; Berk et al, 2018), whether the mental state disorders are primary and lead to personality dysfunction when they persist, and whether Galenic syndromes are best considered as single or joint disorders. 

By recording a combination of overall costs and satisfaction of both patients and staff the project can determine if the extra attention given to personality function leads to better performance in community mental health teams.  One of the factors leading to burn-out in such teams is the failure of some patients to ever improve and the frequent relapse of some who do improve but then get re-referred.  If the additional attention and extra intervention given to those with comorbidity pathology leads to more sustainable improvement this would help both morale and performance. 
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