
BackgroundBackground The provision of earlyThe provision of early

intervention services for peoplewithintervention services for peoplewith

psychosis is UKgovernmentpolicy,psychosis is UKgovernmentpolicy,

although evidence for benefitof suchalthough evidence for benefitof such

services is sparse.services is sparse.

AimsAims To evaluate the effects of a serviceTo evaluate the effects of a service

providing specialised care for earlyproviding specialised care for early

psychosis (the Lambeth EarlyOnsetteam)psychosis (the Lambeth EarlyOnsetteam)

on clinical and social outcomes, and onon clinical and social outcomes, and on

service user satisfaction.service user satisfaction.

MethodMethod Onehundred and forty-fourOnehundred and forty-four

peoplewith psychosis, presenting topeoplewith psychosis, presenting to

mentalhealth services for the firstormentalhealth services for the firstor

second time (if previously failed to engagesecond time (if previously failed to engage

intreatment), were randomly allocated tointreatment), wererandomly allocated to

care by the earlyonsetteamor tocare by the earlyonsetteamor to

standard care.Informationwas obtainedstandard care.Informationwas obtained

on symptoms, treatment adherence,on symptoms, treatment adherence,

social andvocational functioning,social andvocational functioning,

satisfaction and qualityof life.Relapse andsatisfaction and qualityof life.Relapse and

rehospitalisation data have beenreportedrehospitalisation data have beenreported

separately.separately.

ResultsResults Outcomes for the participantsOutcomes for the participants

treatedby the earlyonsetteamweretreated by the earlyonsetteamwere

significantly better at18 months forsignificantlybetter at18 months for

aspects of social andvocationalaspects of social andvocational

functioning, satisfaction, qualityof life andfunctioning, satisfaction, qualityof life and

medication adherence.Symptommedication adherence.Symptom

improvementdidnot significantlydifferimprovementdidnot significantlydiffer

betweenthe groups.betweenthe groups.

ConclusionsConclusions The provision ofThe provision of

specialised care for earlypsychosis canspecialised care for earlypsychosis can

achieve betteroutcomes.The studyachieve betteroutcomes.The study

therefore provides support for currenttherefore provides support for current

policy.policy.
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The provision of specialist mental healthThe provision of specialist mental health

services for people early in the courseservices for people early in the course

of their psychotic disorder is a matter ofof their psychotic disorder is a matter of

considerable debate worldwide (McGorryconsiderable debate worldwide (McGorry

et alet al, 1996; Pelosi & Birchwood, 2003)., 1996; Pelosi & Birchwood, 2003).

Despite the controversy, the adoption ofDespite the controversy, the adoption of

early intervention services is now policyearly intervention services is now policy

in the UK (Department of Health, 2001).in the UK (Department of Health, 2001).

There are few randomised controlled trialsThere are few randomised controlled trials

of early intervention, and preliminary find-of early intervention, and preliminary find-

ings have been reported only for the OPUSings have been reported only for the OPUS

study in Denmark (Nordentoftstudy in Denmark (Nordentoft et alet al, 2002), 2002)

and for a small study in south Londonand for a small study in south London

(Kuipers(Kuipers et alet al, 2004). Although people with, 2004). Although people with

first episodes of psychosis respond well tofirst episodes of psychosis respond well to

initial treatment, they frequently relapseinitial treatment, they frequently relapse

and a substantial proportion of peopleand a substantial proportion of people

develop persisting symptoms (Masondevelop persisting symptoms (Mason et alet al,,

1995; Wiersma1995; Wiersma et alet al, 1998; Robinson, 1998; Robinson etet

alal, 1999). Social and functional deteriora-, 1999). Social and functional deteriora-

tion is also a marked feature of the earlytion is also a marked feature of the early

course of the disorder (Wyattcourse of the disorder (Wyatt et alet al, 1997;, 1997;

BirchwoodBirchwood et alet al, 1998). In aiming to, 1998). In aiming to

improve these outcomes, some offer a pack-improve these outcomes, some offer a pack-

age of care and interventions especiallyage of care and interventions especially

adapted for people with early psychosisadapted for people with early psychosis

(Cullberg(Cullberg et alet al, 2002; Nordentoft, 2002; Nordentoft et alet al,,

2002; Malla2002; Malla et alet al, 2003; Kuipers, 2003; Kuipers et alet al,,

2004); other initiatives involve the pro-2004); other initiatives involve the pro-

vision of individual treatments, such asvision of individual treatments, such as

cognitive–behavioural therapy and sup-cognitive–behavioural therapy and sup-

portive counselling (Lewisportive counselling (Lewis et alet al, 2002; Tar-, 2002; Tar-

rierrier et alet al, 2004), or family interventions, 2004), or family interventions

(Zhang(Zhang et alet al, 1994; Linszen, 1994; Linszen et alet al, 1996)., 1996).

It is therefore important to examine a rangeIt is therefore important to examine a range

of outcomes.of outcomes.

In this study we set out to investigateIn this study we set out to investigate

whether a new community team (thewhether a new community team (the

Lambeth Early Onset team), providing aLambeth Early Onset team), providing a

specialist service for people with a non-specialist service for people with a non-

affective psychosis who present to servicesaffective psychosis who present to services

for the first time (or second time, if theyfor the first time (or second time, if they

previously failed to engage in treatment),previously failed to engage in treatment),

would achieve better outcomes than exist-would achieve better outcomes than exist-

ing services. In an earlier study (Craiging services. In an earlier study (Craig etet

alal, 2004) we found evidence to suggest that, 2004) we found evidence to suggest that

the Lambeth Early Onset service achievedthe Lambeth Early Onset service achieved

superior outcomes in rehospitalisation oversuperior outcomes in rehospitalisation over

18 months and that participants main-18 months and that participants main-

tained higher rates of contact with services.tained higher rates of contact with services.

Participants were also less likely to relapse;Participants were also less likely to relapse;

however, when adjusted for baseline imbal-however, when adjusted for baseline imbal-

ances in gender, past episode and ethnicity,ances in gender, past episode and ethnicity,

this improvement in relapse rate failed tothis improvement in relapse rate failed to

remain statistically significant. The studyremain statistically significant. The study

reported here aimed to test the hypothesesreported here aimed to test the hypotheses

that the intervention would be associatedthat the intervention would be associated

at 18 months with:at 18 months with:

(a)(a) lower symptoms and improved insight;lower symptoms and improved insight;

(b)(b) better adherence to prescribed medi-better adherence to prescribed medi-

cation;cation;

(c)(c) greater satisfaction with services andgreater satisfaction with services and

quality of life;quality of life;

(d)(d) better social functioning, includingbetter social functioning, including

occupation, housing and relationships;occupation, housing and relationships;

(e)(e) fewer adverse events, including home-fewer adverse events, including home-

lessness, violence and self-harm;lessness, violence and self-harm;

(f)(f) lower overall costs of care (to belower overall costs of care (to be

reported separately).reported separately).

METHODMETHOD

Study design and contextStudy design and context

The study was a randomised controlledThe study was a randomised controlled

trial (International Standard Randomisedtrial (International Standard Randomised

Controlled Trial Number 73679874).Controlled Trial Number 73679874).

Eligible patients were randomly allocatedEligible patients were randomly allocated

to care from the early onset team or fromto care from the early onset team or from

a community mental health sector team.a community mental health sector team.

The setting, Lambeth, is a socially deprivedThe setting, Lambeth, is a socially deprived

and ethnically diverse inner-city borough ofand ethnically diverse inner-city borough of

London. Mental health services for theLondon. Mental health services for the

borough are provided by the South Londonborough are provided by the South London

and Maudsley National Health Serviceand Maudsley National Health Service

(NHS) Trust.(NHS) Trust.

The experimental serviceThe experimental service

The Lambeth Early Onset team is a multi-The Lambeth Early Onset team is a multi-

disciplinary team comprising one teamdisciplinary team comprising one team

leader, one part-time consultant (2 ses-leader, one part-time consultant (2 ses-

sions), one trainee psychiatrist, a half-timesions), one trainee psychiatrist, a half-time

clinical psychologist, one occupationalclinical psychologist, one occupational

therapist, four community psychiatrictherapist, four community psychiatric

nurses and two healthcare assistants. Itnurses and two healthcare assistants. It

was established in January 2000 on princi-was established in January 2000 on princi-

ples of assertive outreach (Department ofples of assertive outreach (Department of

Health, 2001), providing a single point ofHealth, 2001), providing a single point of

access for all the mental health and socialaccess for all the mental health and social

welfare needs of its patients, with anwelfare needs of its patients, with an

extended-hours service 5 days per weekextended-hours service 5 days per week

(0.800 h to 20.00 h) and open from 09.00 h(0.800 h to 20.00 h) and open from 09.00 h

to 17.00 h at weekends and public holidays.to 17.00 h at weekends and public holidays.

The interventions provided by the teamThe interventions provided by the team

were specially adapted for a group withwere specially adapted for a group with

early psychosis and followed protocolsearly psychosis and followed protocols

and manuals from the Early Psychosisand manuals from the Early Psychosis
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Prevention and Intervention Centre (1997)Prevention and Intervention Centre (1997)

early intervention service (Edwards &early intervention service (Edwards &

McGorry, 2002) and, for cognitive–McGorry, 2002) and, for cognitive–

behavioural therapy, pilot work conductedbehavioural therapy, pilot work conducted

locally (Jolleylocally (Jolley et alet al, 2003). A mix of medi-, 2003). A mix of medi-

cation management, cognitive–behaviouralcation management, cognitive–behavioural

therapy, vocational input and familytherapy, vocational input and family

interventions was provided according tointerventions was provided according to

individual need. The emphasis of the wholeindividual need. The emphasis of the whole

programme was on helping the patientprogramme was on helping the patient

retain or recover functional capacity toretain or recover functional capacity to

return to study or work, to resume leisurereturn to study or work, to resume leisure

pursuits and retain or re-establish suppor-pursuits and retain or re-establish suppor-

tive social networks. A family and carerstive social networks. A family and carers

support group was established, as was asupport group was established, as was a

social activity programme open to allsocial activity programme open to all

patients in the service. Staff were selectedpatients in the service. Staff were selected

who had an interest in working withwho had an interest in working with

younger people and who were sensitive toyounger people and who were sensitive to

the needs and concerns of the local minor-the needs and concerns of the local minor-

ity ethnic population.ity ethnic population.

Comparison servicesComparison services

For the borough of Lambeth, communityFor the borough of Lambeth, community

services at the time were provided throughservices at the time were provided through

five mental health teams, each providingfive mental health teams, each providing

a range of assessment, treatment and con-a range of assessment, treatment and con-

tinuing care to a geographically definedtinuing care to a geographically defined

sector. Sector teams typically comprisedsector. Sector teams typically comprised

psychiatrists, psychiatric nurses, occu-psychiatrists, psychiatric nurses, occu-

pational therapists and part-time clinicalpational therapists and part-time clinical

psychologists. Each of these sector com-psychologists. Each of these sector com-

munity teams was associated with in-munity teams was associated with in-

patient facilities on one of three hospitalpatient facilities on one of three hospital

sites. Prior to the establishment of the earlysites. Prior to the establishment of the early

onset team, all people presenting with sus-onset team, all people presenting with sus-

pected first episodes of psychosis were seenpected first episodes of psychosis were seen

either by the sector community team or theeither by the sector community team or the

associated in-patient service followingassociated in-patient service following

referral from the person’s general practi-referral from the person’s general practi-

tioner, through accident and emergency de-tioner, through accident and emergency de-

partments of local hospitals, or followingpartments of local hospitals, or following

contact with another statutory agencycontact with another statutory agency

(e.g.(e.g. police or courts). If admitted, the pa-police or courts). If admitted, the pa-

tient was followed up by a sector team ontient was followed up by a sector team on

discharge.discharge.

The control condition was standardThe control condition was standard

care as delivered by the sector communitycare as delivered by the sector community

teams. These teams received no specialteams. These teams received no special

training or support in the managementtraining or support in the management

of early psychosis, although they wereof early psychosis, although they were

not discouraged from following bestnot discouraged from following best

practice guidelines. Given that the UKpractice guidelines. Given that the UK

government’s decision to implement earlygovernment’s decision to implement early

psychosis services and the publication ofpsychosis services and the publication of

implementation guidelines on the manage-implementation guidelines on the manage-

ment of early psychosis emerged duringment of early psychosis emerged during

the life of the study, it is to be expectedthe life of the study, it is to be expected

that all sector teams were attempting bestthat all sector teams were attempting best

practice within the limitations of genericpractice within the limitations of generic

services.services.

Participants, recruitmentParticipants, recruitment
and randomisationand randomisation

All patients aged 16–40 years with anAll patients aged 16–40 years with an

address in Lambeth and presenting, fromaddress in Lambeth and presenting, from

January 2000 for an 18-month recruitmentJanuary 2000 for an 18-month recruitment

period, for the first time with a non-period, for the first time with a non-

affective psychosis (an ICD–10 diagnosisaffective psychosis (an ICD–10 diagnosis

of F20–29: schizoaffective and delusionalof F20–29: schizoaffective and delusional

disorders; World Health Organization,disorders; World Health Organization,

1992) were eligible for inclusion. Patients1992) were eligible for inclusion. Patients

with organic psychosis or with a primarywith organic psychosis or with a primary

alcohol or drug addiction were excluded.alcohol or drug addiction were excluded.

In addition, patients who met these demo-In addition, patients who met these demo-

graphic and diagnostic criteria who hadgraphic and diagnostic criteria who had

presented once previously but had immedi-presented once previously but had immedi-

ately disengaged and were not known toately disengaged and were not known to

any of the existing mental health servicesany of the existing mental health services

were also deemed eligible. Inability towere also deemed eligible. Inability to

speak English was not an exclusion criter-speak English was not an exclusion criter-

ion, but asylum-seekers who were liable toion, but asylum-seekers who were liable to

enforced dispersal were excluded. In orderenforced dispersal were excluded. In order

to identify suitable patients, all admissionsto identify suitable patients, all admissions

to hospital and all new referrals to out-to hospital and all new referrals to out-

patient sector teams were screened over anpatient sector teams were screened over an

18-month period to identify potential cases18-month period to identify potential cases

using a sensitive psychosis screening assess-using a sensitive psychosis screening assess-

ment (Jablenskyment (Jablensky et alet al, 1992). Eligibility for, 1992). Eligibility for

the study was then confirmed by a memberthe study was then confirmed by a member

of the research team (N.R.), who confirmedof the research team (N.R.), who confirmed

symptoms using the Item Group Checklistsymptoms using the Item Group Checklist

of the Schedules for Clinical Assessment inof the Schedules for Clinical Assessment in

Neuropsychiatry (SCAN; WingNeuropsychiatry (SCAN; Wing et alet al,,

1990), the likely date of onset of disorder1990), the likely date of onset of disorder

and prior history of contact with psychi-and prior history of contact with psychi-

atric services, and finally assigned a provi-atric services, and finally assigned a provi-

sional diagnosis using the Operationalsional diagnosis using the Operational

Clinical Research Criteria (OPCRIT;Clinical Research Criteria (OPCRIT;

McGuffinMcGuffin et alet al, 1991) computer program., 1991) computer program.

Patients who were selected as eligiblePatients who were selected as eligible

for the study were then randomly allocatedfor the study were then randomly allocated

to receive care from the early onset team orto receive care from the early onset team or

from sector community team services usingfrom sector community team services using

a sequence of sealed, opaque envelopesa sequence of sealed, opaque envelopes

containing the outcome of randomisation.containing the outcome of randomisation.

The latter used randomised permutedThe latter used randomised permuted

blocks of varying block size between twoblocks of varying block size between two

and six. The process of randomisation andand six. The process of randomisation and

allocation was carried out independentlyallocation was carried out independently

of the research or clinical team by the trialof the research or clinical team by the trial

statistician (G.D.), based in Manchester.statistician (G.D.), based in Manchester.

The study was approved by the localThe study was approved by the local

research ethics committee and a decisionresearch ethics committee and a decision

was made to allow randomisation prior towas made to allow randomisation prior to

seeking consent and as soon as possibleseeking consent and as soon as possible

after making initial contact with services.after making initial contact with services.

All patients were subsequently informedAll patients were subsequently informed

of the randomisation and written consentof the randomisation and written consent

was then sought to collect outcome datawas then sought to collect outcome data

from case notes and by interview. The ra-from case notes and by interview. The ra-

tionale and procedure for this are fully de-tionale and procedure for this are fully de-

scribed by Craigscribed by Craig et alet al (2004). In practice,(2004). In practice,

only one patient objected to the randomis-only one patient objected to the randomis-

ation and was therefore treated by the localation and was therefore treated by the local

sector team, although this individual’s datasector team, although this individual’s data

were analysed as allocated to the earlywere analysed as allocated to the early

onset team.onset team.

MeasuresMeasures

Standardised assessments by trained inde-Standardised assessments by trained inde-

pendent research staff were administeredpendent research staff were administered

at baseline within 1 week of randomisationat baseline within 1 week of randomisation

and at 18 months’ follow-up.and at 18 months’ follow-up.

Baseline assessmentsBaseline assessments

Socio-demographic data were recorded, in-Socio-demographic data were recorded, in-

cluding age, gender, marital status, accom-cluding age, gender, marital status, accom-

modation, education and employment. Themodation, education and employment. The

participants’ clinical state, overall function-participants’ clinical state, overall function-

ing and levels of depression were assesseding and levels of depression were assessed

using the following measures.using the following measures.

Clinical stateClinical state. The Positive and Negative. The Positive and Negative

Syndrome Scale (PANSS; KaySyndrome Scale (PANSS; Kay et alet al, 1987), 1987)

is a 30-item, seven-point rating instru-is a 30-item, seven-point rating instru-

ment with sub-scale scores for positivement with sub-scale scores for positive

symptoms, negative symptoms, general psy-symptoms, negative symptoms, general psy-

chopathology and a total score (total scalechopathology and a total score (total scale

range 30–210).range 30–210).

Overall functioningOverall functioning. The Global Assessment. The Global Assessment

of Function (GAF; Endicottof Function (GAF; Endicott et alet al, 1976) is a, 1976) is a

widely used scale measuring overall func-widely used scale measuring overall func-

tioning during the previous month, on ationing during the previous month, on a

hypothesised continuum (scored 0–100)hypothesised continuum (scored 0–100)

between severe psychiatric morbidity andbetween severe psychiatric morbidity and

health. It has been shown to have goodhealth. It has been shown to have good

interrater reliability for use with peopleinterrater reliability for use with people

with psychosis (Startupwith psychosis (Startup et alet al, 2002)., 2002).

DepressionDepression. The Calgary Depression Rat-. The Calgary Depression Rat-

ing Scale, a nine-item scale (score rangeing Scale, a nine-item scale (score range

0–27) designed for rater assessment of0–27) designed for rater assessment of

symptoms of depression in people withsymptoms of depression in people with

schizophrenia, has been shown to haveschizophrenia, has been shown to have

adequate reliability and validity (Addingtonadequate reliability and validity (Addington

et alet al, 1993)., 1993).

Assessment at 18 monthsAssessment at 18 months

Clinical measures were repeated asClinical measures were repeated as

described above. In addition, the followingdescribed above. In addition, the following

factors were assessed.factors were assessed.

Insight and treatment adherenceInsight and treatment adherence. The Scale. The Scale

for the Assessment of Insight (Davidfor the Assessment of Insight (David et alet al,,
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1992) is a well-established measure of1992) is a well-established measure of

insight, assessed by nine items, six itemsinsight, assessed by nine items, six items

scored 0–2 and three items scored 0–4,scored 0–2 and three items scored 0–4,

scale range 0–24 (high scores representingscale range 0–24 (high scores representing

good insight). In the Expanded versiongood insight). In the Expanded version

(SAI–E; Kemp(SAI–E; Kemp et alet al, 1998), adherence to, 1998), adherence to

medication is assessed by researcher inter-medication is assessed by researcher inter-

view using the compliance sub-scale of theview using the compliance sub-scale of the

SAI–E, resulting in a summary score on aSAI–E, resulting in a summary score on a

scale of 1–7, where 1 represents ‘completescale of 1–7, where 1 represents ‘complete

refusal’ and 7 represents ‘active participa-refusal’ and 7 represents ‘active participa-

tion, readily accepts and shows sometion, readily accepts and shows some

responsibility for medication regimen’.responsibility for medication regimen’.

Adherence was also independently assessedAdherence was also independently assessed

over the entire 18 months from case-noteover the entire 18 months from case-note

records of prescribing and clinician-records of prescribing and clinician-

assessed adherence: time to first point ofassessed adherence: time to first point of

non-adherence to prescribed medicationnon-adherence to prescribed medication

was defined as months from baseline towas defined as months from baseline to

the first month in which it was recordedthe first month in which it was recorded

that the patient had discontinued thethat the patient had discontinued the

medication for any reason.medication for any reason.

SatisfactionSatisfaction. The Verona Service Satisfac-. The Verona Service Satisfac-

tion Scale (Ruggeri & Dall’Agnola, 1993)tion Scale (Ruggeri & Dall’Agnola, 1993)

‘professionals’ skills and behaviour’ sub-‘professionals’ skills and behaviour’ sub-

scale (eight applicable items, scored 1–5,scale (eight applicable items, scored 1–5,

total scale range 8–40) is a self-reporttotal scale range 8–40) is a self-report

Likert scale addressing patients’ satisfactionLikert scale addressing patients’ satisfaction

with community-based psychiatric services,with community-based psychiatric services,

with good sensitivity, test–retest reliabilitywith good sensitivity, test–retest reliability

and content validity (Ruggeriand content validity (Ruggeri et alet al, 1994)., 1994).

A separate summary item, ‘belief that theA separate summary item, ‘belief that the

treatment is right for you’, is scored 1–10.treatment is right for you’, is scored 1–10.

The professionals’ skills and behaviourThe professionals’ skills and behaviour

sub-scale has been found to make a majorsub-scale has been found to make a major

contribution to reported satisfaction withcontribution to reported satisfaction with

services (Ruggeriservices (Ruggeri et alet al, 1994)., 1994).

Quality of lifeQuality of life. The Manchester Short. The Manchester Short

Assessment of Quality of Life (MANSA;Assessment of Quality of Life (MANSA;

PriebePriebe et alet al, 1999) comprises 12 subjective, 1999) comprises 12 subjective

items on a seven-point rating scale (fromitems on a seven-point rating scale (from

‘couldn’t be worse’ to ‘couldn’t be better’,‘couldn’t be worse’ to ‘couldn’t be better’,

scored 1–7, range 12–84), assessing satis-scored 1–7, range 12–84), assessing satis-

faction with life ‘in general’ and in a rangefaction with life ‘in general’ and in a range

of domains, such as vocational, financial,of domains, such as vocational, financial,

friendships, leisure, personal safety, physi-friendships, leisure, personal safety, physi-

cal health and mental health. Four objectivecal health and mental health. Four objective

items, answered ‘yes’ or ‘no’, assess theitems, answered ‘yes’ or ‘no’, assess the

existence of a close friend, contacts withexistence of a close friend, contacts with

friends per week, accusation of a crimefriends per week, accusation of a crime

and victimisation of physical violence. Itand victimisation of physical violence. It

has good concurrent validity and internalhas good concurrent validity and internal

consistency.consistency.

Clinical record dataClinical record data. The patients’ clinical. The patients’ clinical

state, social functioning, contact with clini-state, social functioning, contact with clini-

cal services and uptake of treatment werecal services and uptake of treatment were

monitored through their clinical case-notemonitored through their clinical case-note

files across the entire 18-month period offiles across the entire 18-month period of

the study. Detailed extracts concerningthe study. Detailed extracts concerning

mental state, treatment adherence, servicemental state, treatment adherence, service

contact and interventions and social func-contact and interventions and social func-

tioning were compiled, from which alltioning were compiled, from which all

information that might provide clues as toinformation that might provide clues as to

whether the patient was being seen by thewhether the patient was being seen by the

early onset team or receiving standard careearly onset team or receiving standard care

had been removed. These records were usedhad been removed. These records were used

to rate recovery and relapse in our earlierto rate recovery and relapse in our earlier

study by independent raters, masked tostudy by independent raters, masked to

condition, with good interrater reliabilitycondition, with good interrater reliability

(Craig(Craig et alet al, 2004), and were used in the, 2004), and were used in the

same way in this study for rating socialsame way in this study for rating social

recovery cross-sectionally at the 18-monthrecovery cross-sectionally at the 18-month

follow-up point, on a three-point scalefollow-up point, on a three-point scale

(‘no’, ‘partial’ and ‘full’) of recovery to(‘no’, ‘partial’ and ‘full’) of recovery to

baseline levels, in the following areas:baseline levels, in the following areas:

(a)(a) Housing: in-patient care, homelessnessHousing: in-patient care, homelessness

or prison were rated as ‘no recovery’,or prison were rated as ‘no recovery’,

sheltered or supported accommodationsheltered or supported accommodation

as ‘partial recovery’ and return toas ‘partial recovery’ and return to

previous independent accommodationprevious independent accommodation

(including living with family members)(including living with family members)

or acquiring new independent accom-or acquiring new independent accom-

modation as ‘full recovery’.modation as ‘full recovery’.

(b)(b) Vocational or educational status: ‘fullVocational or educational status: ‘full

recovery’ was rated for return to, orrecovery’ was rated for return to, or

taking up, full-time independenttaking up, full-time independent

employment or full-time education;employment or full-time education;

‘partial recovery’ was rated for part-‘partial recovery’ was rated for part-

time work or education, or fortime work or education, or for

supported work or activity pro-supported work or activity pro-

grammes; ‘no recovery’ was rated forgrammes; ‘no recovery’ was rated for

no regular scheduled work or educa-no regular scheduled work or educa-

tional activity. The case-note datational activity. The case-note data

were also analysed to record totalwere also analysed to record total

number of months engaged in regularnumber of months engaged in regular

scheduled work or educational activityscheduled work or educational activity

over the entire 18-month period.over the entire 18-month period.

(c)(c) Relationships: ‘full recovery’ was ratedRelationships: ‘full recovery’ was rated

for return to or establishment of closefor return to or establishment of close

personal relationships, with a partnerpersonal relationships, with a partner

or family; ‘partial recovery’ was ratedor family; ‘partial recovery’ was rated

for evidence of some ongoing socialfor evidence of some ongoing social

contact with friends or family; ‘nocontact with friends or family; ‘no

recovery’ was rated for no evidence ofrecovery’ was rated for no evidence of

any regular social relationship orany regular social relationship or

activity.activity.

The interrater reliability for ratings ofThe interrater reliability for ratings of

social recovery was good or excellentsocial recovery was good or excellent

(according to conventional evaluation of(according to conventional evaluation of

kappa values; Robson, 1993) (kappa values; Robson, 1993) (nn¼23;23;

housing,housing, kk¼0.69,0.69, PP550.001; vocational0.001; vocational

kk¼0.70,0.70, PP550.001; relationships,0.001; relationships, kk¼0.83,0.83,

PP550.001).0.001).

Adverse incidentsAdverse incidents. Adverse incidents from. Adverse incidents from

NHS trust incident records and case-noteNHS trust incident records and case-note

data included death, prison, self-harm,data included death, prison, self-harm,

violence to others and homelessness.violence to others and homelessness.

Assessor maskingAssessor masking

The research assistants, although indepen-The research assistants, although indepen-

dent of service provision, were not unawaredent of service provision, were not unaware

of treatment group allocation; this wasof treatment group allocation; this was

impracticable, given that this was a studyimpracticable, given that this was a study

of the effects of allocation to a whole ser-of the effects of allocation to a whole ser-

vice. However, the case-note data werevice. However, the case-note data were

rated masked to condition. In order to testrated masked to condition. In order to test

the success of the efforts to ensure masking,the success of the efforts to ensure masking,

the two assessors guessed whether each par-the two assessors guessed whether each par-

ticipant had been receiving care from theticipant had been receiving care from the

early onset team or the sector communityearly onset team or the sector community

services. The two raters correctly guessedservices. The two raters correctly guessed

the allocation of 60% of participants,the allocation of 60% of participants,

which is marginally better than chancewhich is marginally better than chance

(95% CI 52–63%,(95% CI 52–63%, kk¼0.20). The adverse0.20). The adverse

incident data were recorded and extractedincident data were recorded and extracted

for the whole sample by trust staff maskedfor the whole sample by trust staff masked

to treatment condition.to treatment condition.

Data analysisData analysis

The sample size for the study was cal-The sample size for the study was cal-

culated on the basis of the estimatedculated on the basis of the estimated

reduction in relapse rates (the primaryreduction in relapse rates (the primary

outcome). A total of 120 patients wereoutcome). A total of 120 patients were

required to show a reduction of relapsesrequired to show a reduction of relapses

in the experimental condition at 18 monthsin the experimental condition at 18 months

from 60% to 40% of the sample, with afrom 60% to 40% of the sample, with a

power of 80% atpower of 80% at aa¼0.05. The analysis0.05. The analysis

was done using STATA release 8 (Stata-was done using STATA release 8 (Stata-

Corp, 2003). Intention-to-treat analysesCorp, 2003). Intention-to-treat analyses

compared the two groups in terms ofcompared the two groups in terms of

cross-sectional outcomes at 18 months,cross-sectional outcomes at 18 months,

with all available participant data inwith all available participant data in

the analysis. First, for all variables exceptthe analysis. First, for all variables except

the case-note data and adverse incidents,the case-note data and adverse incidents,

estimates of intervention effects on the out-estimates of intervention effects on the out-

come scores were obtained through the usecome scores were obtained through the use

of a regression (analysis of covariance,of a regression (analysis of covariance,

ANCOVA) using the relevant baselineANCOVA) using the relevant baseline

score as a covariate if assessed; subsequentscore as a covariate if assessed; subsequent

analyses also entered as covariates ethni-analyses also entered as covariates ethni-

city, gender and whether first or secondcity, gender and whether first or second

episode to allow for baseline imbalancesepisode to allow for baseline imbalances

in these variables. Finally, the sensitivityin these variables. Finally, the sensitivity

of the results to the missing follow-up dataof the results to the missing follow-up data

was examined by repeating the above re-was examined by repeating the above re-

gression analyses, but with the additionalgression analyses, but with the additional

use of inverse probability weightinguse of inverse probability weighting

(Heyting(Heyting et alet al, 1992; Everitt & Pickles,, 1992; Everitt & Pickles,

1999) to adjust for rates of attrition that1999) to adjust for rates of attrition that

were dependent on both treatment groupwere dependent on both treatment group

and selected baseline covariates. Theand selected baseline covariates. The

weights were determined (for each random-weights were determined (for each random-

ised group separately) using a logistic re-ised group separately) using a logistic re-

gression to predict missing PANSS values,gression to predict missing PANSS values,
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using ethnic group, gender, number ofusing ethnic group, gender, number of

previous episodes, contact with family andprevious episodes, contact with family and

having a stable relationship as predictorshaving a stable relationship as predictors

(the weight being the reciprocal of the pre-(the weight being the reciprocal of the pre-

dicted probability of having a non-missingdicted probability of having a non-missing

outcome measure). The clinical record dataoutcome measure). The clinical record data

outcomes, with low levels of missing data,outcomes, with low levels of missing data,

were analysed for group differences at 18were analysed for group differences at 18

months bymonths by ww22 tests ortests or tt-tests. A Cox’s pro--tests. A Cox’s pro-

portional hazards model was used to testportional hazards model was used to test

the association between non-adherence tothe association between non-adherence to

prescribed medication and group member-prescribed medication and group member-

ship, ethnicity, gender and whether firstship, ethnicity, gender and whether first

episode.episode.

RESULTSRESULTS

Participant recruitmentParticipant recruitment
and follow-upand follow-up

Over the 18-month study period 144 per-Over the 18-month study period 144 per-

sons who met inclusion criteria presentedsons who met inclusion criteria presented

and were randomly allocated to eitherand were randomly allocated to either

the early onset team or the sector com-the early onset team or the sector com-

munity team (Fig. 1). Data on the primarymunity team (Fig. 1). Data on the primary

outcomes of relapse and rehospitalisationoutcomes of relapse and rehospitalisation

were obtained on 135 (94%) of thesewere obtained on 135 (94%) of these

patients over the 18-month follow-uppatients over the 18-month follow-up

(Craig(Craig et alet al, 2004) and for 132 patients, 2004) and for 132 patients

(92%: intervention group 94%, standard(92%: intervention group 94%, standard

care group 89%) we had case-note recordscare group 89%) we had case-note records

from which information was drawn onfrom which information was drawn on

social outcomes (housing, vocational activ-social outcomes (housing, vocational activ-

ity and relationships), medication adher-ity and relationships), medication adher-

ence and adverse events at the 18-monthence and adverse events at the 18-month

follow-up point. A rather lower proportionfollow-up point. A rather lower proportion

of eligible patients consented to and com-of eligible patients consented to and com-

pleted the research interview for the otherpleted the research interview for the other

outcomes at 18 months:outcomes at 18 months: nn¼99 (69%); in-99 (69%); in-

tervention grouptervention group nn¼55 (77%), standard55 (77%), standard

care groupcare group nn¼44 (60%). The reasons for44 (60%). The reasons for

non-completion of data collection arenon-completion of data collection are

shown in Figure 1.shown in Figure 1.

Sample characteristicsSample characteristics

As would be expected of an early psychosisAs would be expected of an early psychosis

population, the majority of the sample werepopulation, the majority of the sample were

male (65%) and single (70%), and themale (65%) and single (70%), and the

average age was 26 years. More than halfaverage age was 26 years. More than half

were from a minority ethnic, predomi-were from a minority ethnic, predomi-

nantly of African or Caribbean parentage.nantly of African or Caribbean parentage.

Over half were unemployed (62%). TheOver half were unemployed (62%). The

majority met ICD–10 diagnostic criteriamajority met ICD–10 diagnostic criteria

for schizophrenia (69%). Experimentalfor schizophrenia (69%). Experimental

and control groups were similar for alland control groups were similar for all

characteristics, including the duration ofcharacteristics, including the duration of

untreated psychosis, except that the inter-untreated psychosis, except that the inter-

vention group had significantly fewer malesvention group had significantly fewer males

(intervention group 55%(intervention group 55% vv. control group. control group

74%), a higher proportion of first-ever epi-74%), a higher proportion of first-ever epi-

sode (86%sode (86% vv. 72%) and a higher propor-. 72%) and a higher propor-

tion of White ethnicity (38%tion of White ethnicity (38% vv. 25%). A. 25%). A

more detailed description of the sample ismore detailed description of the sample is

given by Craiggiven by Craig et alet al (2004).(2004).

Clinical outcomes, satisfactionClinical outcomes, satisfaction
and social outcomesand social outcomes

The summary data for the clinical measuresThe summary data for the clinical measures

(PANSS, GAF and Calgary Depression(PANSS, GAF and Calgary Depression

Scale) at baseline and at 18 months areScale) at baseline and at 18 months are

given in Table 1. Comparisons were madegiven in Table 1. Comparisons were made

between groups on the scores for thesebetween groups on the scores for these

measures by means of separate ANCOVAs,measures by means of separate ANCOVAs,

first with baseline score as a covariate, thenfirst with baseline score as a covariate, then

entering ethnicity, gender and whether firstentering ethnicity, gender and whether first

or second episode as covariates. The esti-or second episode as covariates. The esti-

mated intervention effects are shown inmated intervention effects are shown in

Table 2. There was a trend for an effectTable 2. There was a trend for an effect

of the intervention on PANSS total scores,of the intervention on PANSS total scores,

largely attributable to a significant effectlargely attributable to a significant effect

on PANSS negative symptoms in the firston PANSS negative symptoms in the first

analysis; however, this effect becomesanalysis; however, this effect becomes

non-significant when adjusting for differ-non-significant when adjusting for differ-

ences in other baseline variables. There isences in other baseline variables. There is

no effect on the Calgary Depression Scale.no effect on the Calgary Depression Scale.

There are consistently significant effects onThere are consistently significant effects on

the GAF favouring the intervention group.the GAF favouring the intervention group.

Data for insight, satisfaction, quality ofData for insight, satisfaction, quality of

life and interview-rated treatment adher-life and interview-rated treatment adher-

ence at 18 months are given in Table 3.ence at 18 months are given in Table 3.

Comparisons were made between groupsComparisons were made between groups

for intervention effects using ANCOVAs,for intervention effects using ANCOVAs,

with a second analysis entering ethnicity,with a second analysis entering ethnicity,

gender and whether first or second episodegender and whether first or second episode

as additional covariates (Table 4). There isas additional covariates (Table 4). There is

no effect on insight; however, there is ano effect on insight; however, there is a

just-significant effect on treatment adher-just-significant effect on treatment adher-

ence and consistently significant effects onence and consistently significant effects on

service user satisfaction and self-rated qual-service user satisfaction and self-rated qual-

ity of life, all favouring the interventionity of life, all favouring the intervention

group. Inspection of individual itemsgroup. Inspection of individual items

reveals that the significant differences onreveals that the significant differences on

the Verona Service Satisfaction Scale werethe Verona Service Satisfaction Scale were

attributable to satisfaction with the man-attributable to satisfaction with the man-

ners of staff, the perceived competence ofners of staff, the perceived competence of

staff, staff willingness to listen, satisfactionstaff, staff willingness to listen, satisfaction

with the type of service offered, and thewith the type of service offered, and the

separate summary item: belief that theseparate summary item: belief that the

4 04 0

Fig. 1Fig. 1 Flow of participants through study.Flow of participants through study.
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treatment ‘is right for me’ (treatment ‘is right for me’ (PP550.01). On0.01). On

the MANSA, individual subjective itemsthe MANSA, individual subjective items

reported by the intervention group as ofreported by the intervention group as of

better quality (better quality (PP550.10) were life in gener-0.10) were life in gener-

al, accommodation, people that you liveal, accommodation, people that you live

with, relationship with family, physicalwith, relationship with family, physical

health and mental health. The objectivehealth and mental health. The objective

items (existence of a close friend, contactsitems (existence of a close friend, contacts

with friends per week, accusation of awith friends per week, accusation of a

crime and victimisation of physical vio-crime and victimisation of physical vio-

lence) did not differ between the groups.lence) did not differ between the groups.

The analyses were then repeated allow-The analyses were then repeated allow-

ing for the same baseline covariates, buting for the same baseline covariates, but

with additional adjustments provided usingwith additional adjustments provided using

inverse probability weights to allow forinverse probability weights to allow for

non-random patterns of missing data (seenon-random patterns of missing data (see

Tables 2 and 4). For the most part, theseTables 2 and 4). For the most part, these

showed few differences from the resultsshowed few differences from the results

after adjustment for the baseline differencesafter adjustment for the baseline differences

in ethnicity, gender and episode (the secondin ethnicity, gender and episode (the second

sets of analyses). However, the effect on thesets of analyses). However, the effect on the

Verona Service Satisfaction Scale is noVerona Service Satisfaction Scale is no

longer significant.longer significant.

The number of months for which theThe number of months for which the

groups maintained adherence to prescribedgroups maintained adherence to prescribed

medication was entered into a survival ana-medication was entered into a survival ana-

lysis (Fig. 2). A Cox’s regression analysislysis (Fig. 2). A Cox’s regression analysis

showed that the groups differed signifi-showed that the groups differed signifi-

cantly: the hazard ratio for the risk ofcantly: the hazard ratio for the risk of

discontinuing medication for a person indiscontinuing medication for a person in

the control group was 1.5 times that of athe control group was 1.5 times that of a

person in the intervention group (person in the intervention group (nn¼131,131,

hazard ratio 1.5, 95% CI 1.05–2.2;hazard ratio 1.5, 95% CI 1.05–2.2;

PP¼0.029). Half of the intervention group0.029). Half of the intervention group

had first discontinued medication for anyhad first discontinued medication for any

reason by 9 months, whereas half of thereason by 9 months, whereas half of the

control group had first stopped takingcontrol group had first stopped taking

medication by 5 months (Fig. 2). Theremedication by 5 months (Fig. 2). There

was a slightly higher proportion of thosewas a slightly higher proportion of those

who discontinued medication against medi-who discontinued medication against medi-

cal advice at least once over the entire 18cal advice at least once over the entire 18

months, as documented in the case notes,months, as documented in the case notes,

in the control group (95%; 57/60) comparedin the control group (95%; 57/60) compared

with the intervention group (79%; 37/47).with the intervention group (79%; 37/47).

The social outcomes (housing, voca-The social outcomes (housing, voca-

tional activity and relationships) at 18tional activity and relationships) at 18

months are shown in Table 5. Compari-months are shown in Table 5. Compari-

sons of full recovery with combined partialsons of full recovery with combined partial

and no recovery are made between theand no recovery are made between the

groups usinggroups using ww22 tests. Although housingtests. Although housing

and vocational/educational outcomes doand vocational/educational outcomes do

not significantly differ between groups,not significantly differ between groups,

relationships outcomes are significantlyrelationships outcomes are significantly

better in the intervention group.better in the intervention group.

Any vocational and educational activityAny vocational and educational activity

in a given month across the 18-monthin a given month across the 18-month

period, as recorded in the case notes, wasperiod, as recorded in the case notes, was

also analysed. The intervention group wasalso analysed. The intervention group was

engaged in an activity for significantly moreengaged in an activity for significantly more

months (6.9 months, s.d.months (6.9 months, s.d.¼6.6;6.6; nn¼67) than67) than

the control group (4.2 months, s.d.the control group (4.2 months, s.d.¼5.3;5.3;

nn¼65);65); tt¼2.689,2.689, PP¼0.008. This advantage0.008. This advantage

for the intervention was also apparentfor the intervention was also apparent

when comparing the groups in terms ofwhen comparing the groups in terms of

those who had spent 6 months or morethose who had spent 6 months or more

engaged in an educational or vocationalengaged in an educational or vocational

activity: intervention group 49% (33/67),activity: intervention group 49% (33/67),

control group 29% (19/65);control group 29% (19/65); ww22¼5.54,5.54,

d.f.d.f.¼1,1, PP¼0.019.0.019.

Adverse events and homelessnessAdverse events and homelessness

At 18 months, one participant receivingAt 18 months, one participant receiving

standard care had died of unknown causestandard care had died of unknown cause

and another was in prison. Adverse incidentand another was in prison. Adverse incident

records from the clinical services (in-patientrecords from the clinical services (in-patient

and community) over the 18-month studyand community) over the 18-month study

period were examined. These revealed thatperiod were examined. These revealed that

12 members of the early onset team group12 members of the early onset team group

(17%) and 14 of the control group (19%)(17%) and 14 of the control group (19%)

were recorded as involved in a violent actwere recorded as involved in a violent act

towards a member of staff; 14 of the inter-towards a member of staff; 14 of the inter-

vention group (20%) and 15 of the controlvention group (20%) and 15 of the control

group (20%) were violent towards anothergroup (20%) were violent towards another

patient or a member of the public. Six ofpatient or a member of the public. Six of

the intervention group (8%) and 5 of thethe intervention group (8%) and 5 of the

control group (7%) were recorded as hav-control group (7%) were recorded as hav-

ing engaged in self-harm, such as takinging engaged in self-harm, such as taking

an overdose. In terms of homelessness,an overdose. In terms of homelessness,

4141

Table1Table1 Clinical symptom assessments at baseline and at18 monthsClinical symptom assessments at baseline and at18 months

Intervention groupIntervention group Control groupControl group

BaselineBaseline 18 months18 months BaselineBaseline 18 months18 months

nn ScoreScore

Mean (s.d.)Mean (s.d.)

nn ScoreScore

Mean (s.d.)Mean (s.d.)

nn ScoreScore

Mean (s.d.)Mean (s.d.)

nn ScoreScore

Mean (s.d.)Mean (s.d.)

PANSSPANSS 5656 5555 4343 4444

TotalTotal 67.4 (17.2)67.4 (17.2) 51.2 (15.2)51.2 (15.2) 73.3 (19.7)73.3 (19.7) 58.9 (14.2)58.9 (14.2)

Positive symptomsPositive symptoms 17.2 (6.2)17.2 (6.2) 11.8 (5.1)11.8 (5.1) 18.9 (6.4)18.9 (6.4) 14.0 (5.9)14.0 (5.9)

Negative symptomsNegative symptoms 15.1 (7.0)15.1 (7.0) 11.9 (5.1)11.9 (5.1) 17.8 (12.7)17.8 (12.7) 14.8 (5.4)14.8 (5.4)

GeneralGeneral 35.0 (7.7)35.0 (7.7) 27.4 (7.6)27.4 (7.6) 36.6 (8.1)36.6 (8.1) 30.2 (7.0)30.2 (7.0)

GAFGAF 5656 46.5 (15.3)46.5 (15.3) 5454 64.1 (15.3)64.1 (15.3) 4343 42.2 (14.8)42.2 (14.8) 4444 55.3 (15.1)55.3 (15.1)

Calgary Depression ScaleCalgary Depression Scale 5656 4.1 (3.5)4.1 (3.5) 5555 2.7 (3.3)2.7 (3.3) 4343 3.3 (3.2)3.3 (3.2) 4444 2.7 (3.5)2.7 (3.5)

GAF,Global Assessment of Function; PANSS, Positive and Negative Syndrome Scale.GAF,Global Assessment of Function; PANSS, Positive and Negative Syndrome Scale.

Table 2Table 2 Clinical symptoms: estimated treatment effects at18 monthsClinical symptoms: estimated treatment effects at18 months

Intervention effectIntervention effect Adjusted for ethnicity, gender and episodeAdjusted for ethnicity, gender and episode With inverse probability weightsWith inverse probability weights

Coefficient (95% CI)Coefficient (95% CI) PP Coefficient (95% CI)Coefficient (95% CI) PP Coefficient (95% CI)Coefficient (95% CI) PP

PANSSPANSS

TotalTotal 5.74 (5.74 (770.30 to 11.79)0.30 to 11.79) 0.060.06 5.26 (5.26 (771.14 to 11.65)1.14 to 11.65) 0.110.11 4.90 (4.90 (770.96 to 10.76)0.96 to 10.76) 0.100.10

Positive symptomsPositive symptoms 1.32 (1.32 (771.01 to 3.65)1.01 to 3.65) 0.260.26 1.42 (1.42 (771.07 to 3.91)1.07 to 3.91) 0.260.26 1.42 (1.42 (770.73 to 3.56)0.73 to 3.56) 0.190.19

Negative symptomsNegative symptoms 2.30 (0.02 to 4.57)2.30 (0.02 to 4.57) 0.0480.048** 1.62 (1.62 (770.78 to 4.02)0.78 to 4.02) 0.180.18 1.41 (1.41 (770.97 to 3.79)0.97 to 3.79) 0.240.24

GeneralGeneral 2.19 (2.19 (770.75 to 5.13)0.75 to 5.13) 0.140.14 2.14 (2.14 (770.97 to 5.25)0.97 to 5.25) 0.170.17 1.97 (1.97 (770.87 to 4.82)0.87 to 4.82) 0.170.17

GAFGAF 778.72 (15.46 to8.72 (15.46 to771.98)1.98) 0.01*0.01* 778.77 (8.77 (7715.89 to15.89 to771.65)1.65) 0.02*0.02* 778.38 (8.38 (7715.61 to15.61 to771.16)1.16) 0.02*0.02*

Calgary Depression ScaleCalgary Depression Scale 0.93 (0.93 (770.47 to 2.33)0.47 to 2.33) 0.190.19 0.98 (0.98 (770.51 to 2.47)0.51 to 2.47) 0.190.19 0.82 (0.82 (770.62 to 2.36)0.62 to 2.36) 0.250.25

GAF,Global Assessment of Function; PANSS, Positive and Negative Syndrome Scale.GAF,Global Assessment of Function; PANSS, Positive and Negative Syndrome Scale.
**PP550.05.0.05.
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from case-note records and researcherfrom case-note records and researcher

enquiries, at 18 months, 1 participant fromenquiries, at 18 months, 1 participant from

the intervention group and 2 from thethe intervention group and 2 from the

control group were homeless, and thecontrol group were homeless, and the

whereabouts of 5 (7%) and 10 (14%)whereabouts of 5 (7%) and 10 (14%)

control participants could not be ascer-control participants could not be ascer-

tained. In terms of housing, 5 (7%) inter-tained. In terms of housing, 5 (7%) inter-

vention group members and 2 (3%) of thevention group members and 2 (3%) of the

control group were in supported accommo-control group were in supported accommo-

dation, 59 (83%) of the intervention groupdation, 59 (83%) of the intervention group

and 54 (74%) of the control group were inand 54 (74%) of the control group were in

independent accommodation or residingindependent accommodation or residing

with family, and 1 of the interventionwith family, and 1 of the intervention

group and 3 of the control group were ingroup and 3 of the control group were in

‘other’ (e.g. shared housing).‘other’ (e.g. shared housing).

DISCUSSIONDISCUSSION

Benefits of early interventionBenefits of early intervention

This study is one of the first UK randomisedThis study is one of the first UK randomised

controlled trials to report the effects of ancontrolled trials to report the effects of an

early intervention service, and, indeed, isearly intervention service, and, indeed, is

one of very few worldwide. It providesone of very few worldwide. It provides

support for the current government policysupport for the current government policy

of developing such services. It is notof developing such services. It is not

only in the UK that this is relevant; manyonly in the UK that this is relevant; many

other countries, including Canada, Austra-other countries, including Canada, Austra-

lia, Denmark and Norway, are engaged inlia, Denmark and Norway, are engaged in

similar programmes to establish earlysimilar programmes to establish early

intervention services. The results indicateintervention services. The results indicate

that the provision of a specialist servicethat the provision of a specialist service

for people early in the course of psychosisfor people early in the course of psychosis

has a range of benefits: at 18 months ithas a range of benefits: at 18 months it

has superior social outcomes, in regaininghas superior social outcomes, in regaining

or establishing social relationships, in timeor establishing social relationships, in time

spent in vocational activity and in globalspent in vocational activity and in global

functioning; it is more satisfactory to parti-functioning; it is more satisfactory to parti-

cipants than generic sector services, andcipants than generic sector services, and

leads to a higher reported quality of life.leads to a higher reported quality of life.

It also improves observer-rated and case-It also improves observer-rated and case-

note records of adherence to medication.note records of adherence to medication.

These are in addition to the previouslyThese are in addition to the previously

reported benefits of increased contact withreported benefits of increased contact with

services and reduction in hospitalisationservices and reduction in hospitalisation

(Craig(Craig et alet al, 2004). There were fewer, 2004). There were fewer

recorded incidents of most categories ofrecorded incidents of most categories of

adverse events in the Lambeth Early Onsetadverse events in the Lambeth Early Onset

team group (death, prison, homelessnessteam group (death, prison, homelessness

and violence – but not self-harm), althoughand violence – but not self-harm), although

these are relatively rare events for the wholethese are relatively rare events for the whole

sample and do not differ significantly. Thesample and do not differ significantly. The

recorded incidence of self-harm over 18recorded incidence of self-harm over 18

months in 7.6% of the whole sample ismonths in 7.6% of the whole sample is

somewhat lower than that reported in thesomewhat lower than that reported in the

only comparable study, by Nordentoftonly comparable study, by Nordentoft etet

alal (2002), who reported that 11.3% of their(2002), who reported that 11.3% of their

first-episode sample engaged in self-harmfirst-episode sample engaged in self-harm

over a 1-year follow-up period. (We doover a 1-year follow-up period. (We do

not, however, conclude that this reflects anot, however, conclude that this reflects a

particularly low rate in the current study.particularly low rate in the current study.

The definitions and data collection methodsThe definitions and data collection methods

were not identical in the two studies and wewere not identical in the two studies and we

consider that our data may be susceptible toconsider that our data may be susceptible to

underreporting, especially in the controlunderreporting, especially in the control

group, more of whom were out of contactgroup, more of whom were out of contact

with services.) For some variables – voca-with services.) For some variables – voca-

tional activity and medication adher-tional activity and medication adher-

ence – the results offer clearer support forence – the results offer clearer support for

the effects of early onset team care whenthe effects of early onset team care when

using data drawn from the entire 18-monthusing data drawn from the entire 18-month

period than cross-sectionally at 18 months.period than cross-sectionally at 18 months.

This may, in part, reflect the larger sampleThis may, in part, reflect the larger sample

size included, especially for the controlsize included, especially for the control

group, when using case-note data rathergroup, when using case-note data rather

than data obtained from researcherthan data obtained from researcher

interviews.interviews.

SymptomsSymptoms

Despite the benefits described above, itDespite the benefits described above, it

appears that the specialist early onset ser-appears that the specialist early onset ser-

vice does not specifically improve persistingvice does not specifically improve persisting

symptoms. As would be expected, givensymptoms. As would be expected, given

that the initial assessments were made inthat the initial assessments were made in

the acute episode of illness and the follow-the acute episode of illness and the follow-

up was 18 months later, symptoms didup was 18 months later, symptoms did

improve substantially over time in bothimprove substantially over time in both

groups. However, contrary to our hypoth-groups. However, contrary to our hypoth-

esis, allocation to the early onset teamesis, allocation to the early onset team

service had few significant effects on symp-service had few significant effects on symp-

toms, with no effect on positive psychotictoms, with no effect on positive psychotic

symptoms or general psychopathology andsymptoms or general psychopathology and

no improvement on a scale of depression.no improvement on a scale of depression.

There is some evidence of benefits forThere is some evidence of benefits for

negative symptoms; however, when adjust-negative symptoms; however, when adjust-

ments are made for chance baselinements are made for chance baseline

differences and to account for missing data,differences and to account for missing data,

the difference is no longer significant.the difference is no longer significant.

Insight also was not significantly improved.Insight also was not significantly improved.

Given the evidence for the effectiveness ofGiven the evidence for the effectiveness of

cognitive–behavioural therapy in reducingcognitive–behavioural therapy in reducing

persisting symptoms (Pillingpersisting symptoms (Pilling et alet al, 2002), 2002)

and the promising findings from the Studyand the promising findings from the Study

4 24 2

Table 3Table 3 Insight and adherence at baseline and18 months, and satisfaction and quality of life at18 monthsInsight and adherence at baseline and18 months, and satisfaction and quality of life at18 months

MeasureMeasure Intervention groupIntervention group Control groupControl group

BaselineBaseline 18 months18 months BaselineBaseline 18 months18 months

nn Mean (s.d.)Mean (s.d.) nn Mean (s.d.)Mean (s.d.) nn Mean (s.d.)Mean (s.d.) nn Mean (s.d.)Mean (s.d.)

InsightInsight11 5555 11.4 (6.9)11.4 (6.9) 5454 16.6 (7.2)16.6 (7.2) 4141 9.8 (5.7)9.8 (5.7) 4343 12.7 (7.7)12.7 (7.7)

AdherenceAdherence22 5555 4.9 (1.5)4.9 (1.5) 4949 5.4 (1.4)5.4 (1.4) 4040 5.0 (1.3)5.0 (1.3) 4141 4.5 (1.8)4.5 (1.8)

SatisfactionSatisfaction33 5050 13.9 (4.8)13.9 (4.8) 4444 17.1 (5.9)17.1 (5.9)

Quality of lifeQuality of life44 5252 59.2 (12.6)59.2 (12.6) 4040 53.3 (12.4)53.3 (12.4)

1.1. Scored on the Scale for Assessment of Insight ^ Expanded (SAI^E); higher scores represent better insight.Scored on the Scale for Assessment of Insight ^ Expanded (SAI^E); higher scores represent better insight.
2. Scored on the SAI^E compliance sub-scale; higher scores represent better adherence.2. Scored on the SAI^E compliance sub-scale; higher scores represent better adherence.
3. Scored on theVerona Service Satisfaction Scale.3. Scored on theVerona Service Satisfaction Scale.
4. Scored on the Manchester Short Assessment of Quality of Life; higher scores represent better quality of life.4. Scored on the Manchester Short Assessment of Quality of Life; higher scores represent better quality of life.

Table 4Table 4 Insight, adherence, satisfaction and quality of life: estimated treatment effects at18 monthsInsight, adherence, satisfaction and quality of life: estimated treatment effects at18 months

MeasureMeasure11 Intervention effectIntervention effect Adjusted for ethnicity, gender and episodeAdjusted for ethnicity, gender and episode With inverse probability weightsWith inverse probability weights

Coefficient (95% CI)Coefficient (95% CI) PP Coefficient (95% CI)Coefficient (95% CI) PP Coefficient (95% CI)Coefficient (95% CI) PP

InsightInsight 772.94 (2.94 (776.20 to 0.31)6.20 to 0.31) 0.0760.076 772.45 (2.45 (775.94 to 1.05)5.94 to 1.05) 0.1670.167 773.03 (3.03 (776.91 to 0.86)6.91 to 0.86) 0.1250.125

AdherenceAdherence 770.76 (0.76 (771.45 to1.45 to770.06)0.06) 0.033*0.033* 770.74 (0.74 (771.49 to 0.02)1.49 to 0.02) 0.0550.055 771.00 (1.00 (771.93 to1.93 to770.07)0.07) 0.036*0.036*

SatisfactionSatisfaction 3.19 (1.00 to 5.37)3.19 (1.00 to 5.37) 0.005**0.005** 2.98 (0.62 to 5.33)2.98 (0.62 to 5.33) 0.014*0.014* 1.57 (1.57 (770.97 to 4.10)0.97 to 4.10) 0.2230.223

Quality of lifeQuality of life 775.96 (5.96 (7711.19 to11.19 to770.74)0.74) 0.026*0.026* 777.08 (7.08 (7712.47 to12.47 to771.69)1.69) 0.011*0.011* 776.60 (6.60 (7711.59 to11.59 to771.61)1.61) 0.010*0.010*

1. See footnotes toTable 3.1. See footnotes toTable 3.
**PP550.05, **0.05, **PP550.01.0.01.
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of Cognitive Reality Alignment Therapy inof Cognitive Reality Alignment Therapy in

Early Schizophrenia (SoCRATES) trial ofEarly Schizophrenia (SoCRATES) trial of

psychological treatments in early psychosispsychological treatments in early psychosis

(Tarrier(Tarrier et alet al, 2004), it is not clear why, 2004), it is not clear why

early onset team care, which includedearly onset team care, which included

cognitive–behavioural therapy, did not re-cognitive–behavioural therapy, did not re-

sult in greater symptomatic improvements.sult in greater symptomatic improvements.

The early onset service delivered interven-The early onset service delivered interven-

tions in a pragmatic mix, according totions in a pragmatic mix, according to

patient preference and identified need.patient preference and identified need.

These interventions were also provided inThese interventions were also provided in

the control teams, although at a lower ratethe control teams, although at a lower rate

(Craig(Craig et alet al, 2004). It may be that a more, 2004). It may be that a more

systematic approach to the provision ofsystematic approach to the provision of

cognitive–behavioural therapy should becognitive–behavioural therapy should be

attempted in early intervention services,attempted in early intervention services,

ensuring that all who are willing to receiveensuring that all who are willing to receive

this therapy have a reasonable number ofthis therapy have a reasonable number of

sessions (at least ten; National Institute forsessions (at least ten; National Institute for

Clinical Excellence, 2002) and especiallyClinical Excellence, 2002) and especially

targeting those with persisting symptomstargeting those with persisting symptoms

(Jolley(Jolley et alet al, 2003)., 2003).

Range of outcomesRange of outcomes

A strength of this study is that it providesA strength of this study is that it provides

data on a range of outcomes. Studies ofdata on a range of outcomes. Studies of

clinical interventions or services for peopleclinical interventions or services for people

with psychosis are often criticised forwith psychosis are often criticised for

providing only clinical data on relapses,providing only clinical data on relapses,

readmission and symptoms (Nationalreadmission and symptoms (National

Institute for Clinical Excellence, 2002).Institute for Clinical Excellence, 2002).

We report, in addition, service user satis-We report, in addition, service user satis-

faction data, quality of life and a range offaction data, quality of life and a range of

social outcomes, and adverse events. Thesocial outcomes, and adverse events. The

satisfaction and quality of life data aresatisfaction and quality of life data are

encouraging, in that they suggest thatencouraging, in that they suggest that

service users with early psychosis in generalservice users with early psychosis in general

find the provision of a service with activefind the provision of a service with active

outreach acceptable. It is also noteworthyoutreach acceptable. It is also noteworthy

that major adverse events were certainlythat major adverse events were certainly

not increased, if not significantly less fre-not increased, if not significantly less fre-

quent, in the intervention group. Of course,quent, in the intervention group. Of course,

this study does not tell us how the improve-this study does not tell us how the improve-

ments occurred; it was not designed orments occurred; it was not designed or

powered to test hypotheses concerningpowered to test hypotheses concerning

mediators of treatment outcomes. It is poss-mediators of treatment outcomes. It is poss-

ible that key factors resulting in reductionsible that key factors resulting in reductions

in relapse and rehospitalisation were thein relapse and rehospitalisation were the

maintenance of contact with service usersmaintenance of contact with service users

and continuance of medication. It isand continuance of medication. It is

perhaps less plausible to attribute theperhaps less plausible to attribute the

social and vocational benefits to these vari-social and vocational benefits to these vari-

ables alone; we suggest that the team’sables alone; we suggest that the team’s

explicit focus on work in these areas wasexplicit focus on work in these areas was

important. Given the importance ofimportant. Given the importance of

employment in assisting in the long-termemployment in assisting in the long-term

recovery from schizophrenia (Warner,recovery from schizophrenia (Warner,

1994) and the beneficial role of protective1994) and the beneficial role of protective

social relationships (e.g. Jablenskysocial relationships (e.g. Jablensky et alet al,,

1992), this study adds to the literature by1992), this study adds to the literature by

demonstrating it is possible to intervene todemonstrating it is possible to intervene to

improve these factors by offering an earlyimprove these factors by offering an early

psychosis service.psychosis service.

Limitations of the studyLimitations of the study

The study had a number of methodologicalThe study had a number of methodological

limitations. The sample size was designedlimitations. The sample size was designed

to be adequate for the primary outcometo be adequate for the primary outcome

of relapse, but proved somewhat under-of relapse, but proved somewhat under-

powered for the adjustments required bypowered for the adjustments required by

chance baseline differences in variableschance baseline differences in variables

likely to affect outcome. Another method-likely to affect outcome. Another method-

ological concern was follow-up rates. Weological concern was follow-up rates. We

had previously discovered that there was ahad previously discovered that there was a

high rate of disengagement and loss to clin-high rate of disengagement and loss to clin-

ical follow-up from existing services in thisical follow-up from existing services in this

early psychosis group within the Lambethearly psychosis group within the Lambeth

inner-city area (Garety & Rigg, 2001).inner-city area (Garety & Rigg, 2001).

Thus, although one strength of the studyThus, although one strength of the study

was its inclusion of all first episodes fromwas its inclusion of all first episodes from

a defined geographical area, enhancing thea defined geographical area, enhancing the

generalisability of our findings, this strategygeneralisability of our findings, this strategy

paradoxically also led to a substantial lim-paradoxically also led to a substantial lim-

itation as it necessarily increased the inclu-itation as it necessarily increased the inclu-

sion of substantial numbers of patients whosion of substantial numbers of patients who

would traditionally fail to engage withwould traditionally fail to engage with

treatment or agree to participate in detailedtreatment or agree to participate in detailed

follow-up interviews. We anticipated thatfollow-up interviews. We anticipated that

this might prove a problem as it has alsothis might prove a problem as it has also

been reported in other studies (e.g. Kempbeen reported in other studies (e.g. Kemp

et alet al, 1998) and might also result in differ-, 1998) and might also result in differ-

ential attrition between groups, given thatential attrition between groups, given that

the Lambeth Early Onset service was aim-the Lambeth Early Onset service was aim-

ing explicitly to improve rates of contact.ing explicitly to improve rates of contact.

This proved to be the case despite vigorousThis proved to be the case despite vigorous

attempts at follow-up. To deal with this, inattempts at follow-up. To deal with this, in

order to reduce sole reliance on face-to-faceorder to reduce sole reliance on face-to-face

contacts, case notes and other routinelycontacts, case notes and other routinely

collected clinical records (e.g. adversecollected clinical records (e.g. adverse

incidents) were used, where possible, toincidents) were used, where possible, to

provide data for some of our secondaryprovide data for some of our secondary

outcomes. Where reliance on face-to-faceoutcomes. Where reliance on face-to-face

research interviews was necessary, forresearch interviews was necessary, for

example for clinical symptom assessmentsexample for clinical symptom assessments

and service user satisfaction, we employedand service user satisfaction, we employed

statistical techniques to test for the sensitiv-statistical techniques to test for the sensitiv-

ity of the results to the non-randomness ofity of the results to the non-randomness of

missing data. Not being in a stable relation-missing data. Not being in a stable relation-

ship and not having contact with familyship and not having contact with family

members at baseline predicted missing datamembers at baseline predicted missing data

at 18 months. In general the results wereat 18 months. In general the results were

not changed by the sensitivity tests; how-not changed by the sensitivity tests; how-

ever, there was an effect on the satisfactionever, there was an effect on the satisfaction

4 34 3

Fig. 2Fig. 2 Adherence to prescribedmedication over18 months (survival analysis): solid line, intervention group;Adherence to prescribedmedication over18 months (survival analysis): solid line, intervention group;

dashed line, standard care group.dashed line, standard care group.

Table 5Table 5 Social recovery: housing, vocational activity and relationships at18 months (full recoverySocial recovery: housing, vocational activity and relationships at18 months (full recovery vv. partial. partial

and no recovery)and no recovery)

Intervention group:Intervention group:

full recoveryfull recovery

% (% (nn//NN))

Control group:Control group:

full recoveryfull recovery

% (% (nn//NN))

ww22 d.f.d.f. PP

HousingHousing 70 (46/66)70 (46/66) 58 (36/62)58 (36/62) 1.8791.879 11 0.1700.170

Vocational/educationalVocational/educational 33 (21/64)33 (21/64) 21 (13/61)21 (13/61) 2.0862.086 11 0.1490.149

RelationshipsRelationships 55 (34/62)55 (34/62) 25 (14/57)25 (14/57) 11.3111.31 11 550.0010.001
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results, which suggests that the satisfactionresults, which suggests that the satisfaction

data should be treated with some caution.data should be treated with some caution.

A third limitation is that the researchA third limitation is that the research

assessors were not masked to condition.assessors were not masked to condition.

Trials with inadequate allocation conceal-Trials with inadequate allocation conceal-

ment have been shown to report largerment have been shown to report larger

treatment effects than those in whichtreatment effects than those in which

concealment has been achieved (Schulzconcealment has been achieved (Schulz

et alet al, 1995). Given that this was a trial, 1995). Given that this was a trial

of allocation to a complete service, ratherof allocation to a complete service, rather

than a study of a discrete and time-limitedthan a study of a discrete and time-limited

intervention, masking was not possible,intervention, masking was not possible,

since it was not possible (or safe) to contactsince it was not possible (or safe) to contact

participants totally independently of theparticipants totally independently of the

clinical service. The outcomes reported inclinical service. The outcomes reported in

this study are, however, not restricted tothis study are, however, not restricted to

assessor ratings. Finally, this is a study ofassessor ratings. Finally, this is a study of

a new team from its inception. Nonea new team from its inception. None

of the original team had prior experienceof the original team had prior experience

in early intervention. As has been noted,in early intervention. As has been noted,

this team was learning on the job andthis team was learning on the job and

developing skills as the study progresseddeveloping skills as the study progressed

(Singh, 2005). This may have limited the(Singh, 2005). This may have limited the

capacity of the clinicians in this newcapacity of the clinicians in this new

team to deliver the most effective mix ofteam to deliver the most effective mix of

interventions.interventions.

The Lambeth Early Onset trial addsThe Lambeth Early Onset trial adds

to the evidence base by demonstrating thatto the evidence base by demonstrating that

a newly formed specialist early interventiona newly formed specialist early intervention

team achieved improved outcomes at 18team achieved improved outcomes at 18

months in a number of different outcomemonths in a number of different outcome

domains, when compared with the pro-domains, when compared with the pro-

vision of services by generic teams. Itvision of services by generic teams. It

would clearly be of interest to examinewould clearly be of interest to examine

the effects of this service over a longerthe effects of this service over a longer

follow-up period and also to comparefollow-up period and also to compare

the effects of a specialist team with thethe effects of a specialist team with the

provision of phase-specific interventionsprovision of phase-specific interventions

delivered by a different service model, suchdelivered by a different service model, such

as specialist workers within generic teams.as specialist workers within generic teams.

However, this study does provide supportHowever, this study does provide support

for the current UK policy on earlyfor the current UK policy on early

intervention.intervention.
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CLINICAL IMPLICATIONSCLINICAL IMPLICATIONS

&& Social and clinical outcomes in early psychosis can be improved by the provision ofSocial and clinical outcomes in early psychosis can be improvedby the provision of
an assertive outreach team offering a package of evidence-based treatments andan assertive outreach team offering a package of evidence-based treatments and
care.care.

&& Service users report a better quality of life and greater satisfactionwith an earlyService users report a better quality of life and greater satisfactionwith an early
intervention service thanwith generic sector teams.intervention service thanwith generic sector teams.

&& A systematic approach to monitoring and preventing the early development ofA systematic approach to monitoring and preventing the early development of
persisting psychotic symptoms should be taken.persisting psychotic symptoms should be taken.

LIMITATIONSLIMITATIONS

&& The study was somewhatunderpoweredwhen adjustmentsweremade for chanceThe study was somewhatunderpoweredwhen adjustmentsweremade for chance
imbalances in baseline variables.imbalances in baseline variables.

&& For some outcomes, sample attrition reduced the sample size, particularly in theFor some outcomes, sample attrition reduced the sample size, particularly in the
control group.control group.

&& Research assessors were aware of treatment condition for some outcomeResearch assessors were aware of treatment condition for some outcome
variables.variables.
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