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Data extraction form (version 21.05.2019) 
Cochranes data collection form for intervention review – RCTs and non-RCTs (1) was used as guide for 

development of this data extraction form 

General Information 
Date form completed 
(dd/mm/yyyy) 

30.07.2019 

Name/ID of person extracting 
data 

Kirsten Johansen 

Report title The development and implementation of an individualized early signs monitoring 

system in the prediction of relapse in schizophrenia 

Report ID  
(ex. First author) 

Alison Tait 

Reference details 
(author/journal/year) 

ALISON TAIT, LISA McNAY, ANDREW GUMLEY & MARGARET 

O’GRADY,Journal of Mental Health (2002) 11, 2, 141–153 

Report author contact details Andrew Gumley, Department of Psychological Medicine, Academic Centre, 

Gartnaval Royal Hospital, 1055 Great Western Road, Glasgow G12 0XH, UK. Tel:0141 

211 3930; Fax: 0141 357 4899; E-mail: aig2r@clinmed.gla.ac.uk 

Publication type  (e.g. full report, 

abstract, letter) 
Full research report 

Conflicts of interest None stated 

Study eligibility 

Study 

Characteristics 

Eligibility criteria 

(Insert inclusion criteria for each characteristic as 

defined in the Protocol) 

Eligibility criteria met?  Location in text or 

source (pg & 

¶/fig/table/other) Yes No Unclear 

Type of study Randomised Controlled Trial x    p. 143 Methodology 

Case-control Trial     

Controlled Before and After Study     

Qualitative study     

Other design (specify): 

 
   

 

Participants Out-Patients with schizophrenia x    p. 143 Methodology 

Types of 
intervention 

Cognitively oriented relapse prevention 

intervention 
x    

p. 143 Methodology 

Types of 
comparison 

Treatment as usual 
   

p. 143 Methodology 

General information 392 
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INCLUDE  x  

 

 

Notes: 

 

Characteristics of included studies  

Method 
 Descriptions as stated in report/paper Location in text 

or source (pg & 

¶/fig/table/other) 

Aim of study  
(e.g. efficacy, equivalence, 
pragmatic) 

To investigate if individualized early signs monitoring system 
effectively predict early relapse. 

p. 143 col 2 

paragraph 2 

Design 
(e.g. parallel, crossover, 
non-RCT) 

RCT p. 143 methodology 

Unit of allocation 
(units from which patients 
are recruited) 

Not stated       

Start date Not stated       

End date Not stated       

Duration of 
participation 
(from recruitment to last 
follow-up) 

Average 10 months, range 5-13 months p. 143 methodology 

Ethical approval 
needed/ obtained for 
study 

 Yes  

 No  

x  Unclear  

            

Notes:         

Participants 

 Description 

Include comparative information for each intervention or 

comparison group if available 

Location in text or 

source (pg & 

¶/fig/table/other) 

Population description 
(from which study 
participants are drawn) 

The West of Scotland Early intervention Trial. The sample 
comprised 20 out-patients with a DSM-IV diagnosis of 
schizophrenia spectrum disorder 

P. 141 Abstract and 

143 methodology 

Setting 
(ambulant, inpatient or 
transition) 

Outpatient setting p. 143 methodology 

Inclusion criteria  Not stated       
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Exclusion criteria Not stated       

Method of recruitment 
of participants  
(e.g. phone, mail, clinic 

patients) 

This preliminary sample 
comprised the first 20 individuals to initiate 
early signs monitoring. 

p. 143 methodology 

Informed consent 
obtained 

 Yes  No 

x  Unclear  

            

Total no. randomised  
(or total pop. at start of 
study for NRCTs) 

20 p. 143 methodology 

fig 1 p.147 

Clusters 
(if applicable, no., type, no. 
people per cluster) 

“Targeted Intervention” group vs “no targeted intervention” 

group 

fig 1 p.147 

Baseline information 
-assessment 
-severity of illness 
-medical treatment 
# previous hospitalizations 
(mean) 

SDM-IV diagnosis of schizophrenia spectrum disorder, 

Gender: 14 males;  6 females 

Age: mean 39 years; range 25-66 years 

p. 143 methodology 

Withdrawals and 
exclusions 
(if not provided below by 
outcome) 

Not stated       

Age 
(At onset /first episode) 

See above       

Sex See above       

Participant ethnicity Not stated       

Diagnosis 
(criteria) 

diagnosis of schizophrenia spectrum disorder according to 
SDM-IV criteria 

p. 143 methodology 

Family status 
(staying with family/living 
alone/housing facility) 

Not stated       

Prior episodes of 
relapse 
(#prior episodes/time; 
# hospitalizations/time; 
Duration of average episode) 

Yes – not described besides using disease experience in the 
retrospective reconstruction to identify early signs 

p. 144 col 1 

paragraph 1 

Notes:         

Intervention groups 
 Description as stated in report/paper 

 

Location in text or 

source (pg & 

¶/fig/table/other) 

Group name 

(Intervention/Tau) 

“Targeted Intervention” group vs “no targeted 

intervention” group 

fig 1 p.147 
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No. of participants in 
groups 

(intervention and comparison 
group) 

“Targeted Intervention” group n= 9 

“No targeted intervention” group n=11 

Intervention: cognitive oriented intervention 

Control: Treatment as usual 

fig 1 p.147 

Theoretical basis  

(include key references)  

Birchwood’s work on Early warning Signs: 
Birchwood, M., MacMillan, F. & Smith, J. (1992). 
Early intervention. In M. Birchwood & N. Tarrier, 
(Eds.), Innovations in the psychological management 
of schizophrenia. Chichester: Wiley. 
 
Birchwood, M. (1995). Early intervention in psychotic 
relapse: Cognitive approaches to detection and 
management. Behavior Change, 12, 2–19. 

p. 142 col 2 

Reference list p. 153 
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Description of 

Intervention 
 (of primary intervention, 

consumer involvement, 

structured intervention, psycho 

education, social therapy, CBT, 

coping skills training, Support 

social/peer) 

The intervention aimed to engage the individual in an ‘informed 
partnership’ which focused on the individual developing an awareness 
of relapse risk and learning strategies to reduce risk of relapse. A 
formulation was developed which encompassed the initiators and 
accelerators of relapse and derived an early signs configuration, based 
on the individual’s own experiences of symptoms leading to relapse. 
The intervention protocol had three stages: 
(1) initial engagement and formulation;  
(2) early signs monitoring; and  
(3) if required,targeted cognitive therapy. 
The characteristics of traditional cognitive therapy were adhered 
to, including the use of structure, problem focus, agenda setting, 
Socratic questioning and collaboration. Jorgensen (1998) outlined 
three methods of identifying early signs: (1) retrospective 
reconstruction from interviewing individuals; (2) interviewing 
individuals in the early stages of psychosis; and (3) detailed 
observations of individuals during the development of psychosis. The 
current trial utilised retrospective reconstruction to identify early 
signs.  
(1) Initial engagement and formulation phase 
Phase one focused on engagement and formulation of key 
psychological factors and early signs, which may be responsible, or 
associated with initiation and acceleration of early relapse. This phase 
was relatively brief, being delivered over five one-hour sessions. 
Engagement and formulation were undertaken through the use of 
motivational interviewing, the provision of relevant psychoeducation, 
and the review of illness history. Motivational interviewing was 
utilized to increase the individual’s readiness to consider methods of 
relapse prevention.  
(2) Early signs monitoring 
During engagement and formulation, the individual and the therapist 
constructed an idiosyncratic early signs monitoring (ESM) 
questionnaire. A structured interview procedure was developed 
during the research which summarised the key procedures for eliciting 
early signs to facilitate the development of an early signs hypothesis: 
Cognitive Interview for Early Signs 
(3) Targeted cognitive therapy phase 
Targeted therapy was considered if relapse was indicated by: (1) a 
significant increase in early signs (either total score or hot 
idiosyncratic signs); (2) the presence of relevant psychosocial factors 
associated with previous relapses, contained within the formulation 
or (3) non-return of ESM questionnaires. Targeted psychological 
intervention was integrated with existing case management where 
possible. Targeted intervention was not initiated when 
other factors were present (e.g. increase in somatic depressive early 
signs as a consequence of physical illness). A PANSS interview 
occurred if targeting intervention was initiated. Increased PANSS 
scores in line with increased ESM scores would provide 
support for the predictive value of ESM for relapse. Relapse was 
defined as a 50% increase in the total score of the positive scale 
of the PANSS. Due to the restricted time frame associated 
with relapse, targeted cognitive therapy was an intensive intervention 
delivered over a relatively brief period. The number of sessions 
for this phase was variable, but usually involved two or three sessions 
per week. This phase began with a review of the formulation, 
and examination of the evidence for and against an emerging relapse. 
The individual and therapist then constructed an intervention 
plan which targeted key beliefs and assumptions hypothesised to be 
accelerating the development of increased dysphoria, distress, 
suspiciousness or low level paranoia, alongside relevant cognitive, 
behavioural and physiological sequelae. 

p. 143-146 

methodology 
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Intervention: 
Integrated / 

multicomponent / 

complex intervention 

Integrated intervention:  
The intervention aimed to engage the individual 
in an ‘informed partnership’ which focused 
on the individual developing an awareness of 
relapse risk and learning strategies to reduce 
risk of relapse. A formulation was developed 
which encompassed the initiators and accelerators 
of relapse and derived an early signs 
configuration, based on the individual ’s own 
experiences of symptoms leading to relapse. 

p. 144 col 1 

paragraph 1 

Intervention Location 
(Ambulant/housing 

facility/transition between 
hospital and ambulant) 

Not described  

Duration of intervention 
(Duration and number of 
intermittent periods of 
intervention activity) 

Average 10 months, range 5-13 months p. 143 methodology 

Timing during 
Intervention 
(e.g. frequency, duration of each 
intervention period) 

The 3 stages of the intervention: 

1: five one-hour sessions on initial engagement – integrating phase 2: 
Early signs monitoring. Phase 3 Targeted psychological intervention 
was integrated with existing case management where possible ( 
absence of other conditions) administered over a relative brief period 
due to the restricted timeframe of impending relapse. Usually 2-3 
sessions pr. Week. 

p. 143 – 146  

Intervention for 
comparison group 

Treatment as usual involved each patient attending routine 
appointments with a psychiatrist and additional keyworker 

p. 143 methodology 

Monitoring frequency 
(frequency of patient  and/ or 
staff monitoring of development 
based on intervention) 

Not specified  

Detecting EWS  
(Yes/No) 

yes p. 144 early signs 

monitoring 

Management plan/plan of 
action 

Development of a shared formulation ( to avoid the time 

consuming rehearsal of hypothetical coping scenarios) 

p. 144 col 1 

paragraph 1 

Treatment providers 
(e.g. no., profession, training, 
ethnicity etc. if relevant) 

community psychiatric nurse, social worker, occupational 

therapist 

p. 143 methodology 

paragraph 2 

Location for intervention: 
Home visits/MHC center visits 

Not stated       

Follow-up 
(Effect of intervention) 

Average follow-up 10 months p. 146 results 

Reassessment 
(Baseline test/other) 

Idiosyncratic  early Signs Monitoring (ESM) questionnaire 

every 2 weeks 

p. 146 results 

Compliance Mean postal response rate for ESM questionnaire was 

83% 

p. 146 results 

Confounders None mentioned  
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Outcomes 
 Description as stated in report/paper 

 

Location in text or 

source (pg & 

¶/fig/table/other) 

Outcome name Relapse p. 146 results 

Outcome definition  
(change in number or severity 
of relapse/ regiment of 
handling relapse: Ambulant/ 
rehospitalisation) 

Recognition of the idiosyncratic nature of 
relapse implies early signs monitoring should 
integrate a cognitive conceptualisation of relapse 
for an individual, and facilitate early intervention 

p. 143 col 2 

paragraph 2 

Time points measured 
(Time to relapse/time between 
relapse’) 

ESM questionnaire every second week p. 146 results 

(Early) Warning Signs 
identified 
(list) 

Not provided  

Number of (Early) 
Warning Signs 
experienced 

Not provided  

Management plan/plan 
of action 
Actions described for handling 
early warning signs/crisis 

Not provided  

Time from detecting 
Early Warning Signs to 
relapse 

Not provided  

Patient measuring/ 
reporting 
(Handling own disease/control 
over own life/ improved quality 
of life as a result of the 
intervention/tool?) 

Not provided       

Unit of measurement  
(No. of relapse/time) 

No of relapse p. 146 results, p. 147 

fig 1 

If outcome is measured 
by tool: Is tool 
validated? 

 Yes  No 

 Unclear   

The tool (ESM) is 

individually tailored 

p. 144 Early signs 

monitoring 

Imputation of missing 
data 
(for participant 
dropout/noncompliance) 

Not applicable       
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Significance of findings 
(Benefit of intervention) 

Clinically it is significant that the collaborative development of an 
idiosyncratic early signs formulation appeared to be helpful for 
engaging pt’s in a learning process.  
Preliminary results suggest continuous early signs monitoring 
could be an effective tool in predicting relapse in schizophrenia. 
Although findings are limited by the small sample 
size, 75% of relapses were predicted by the ESM system (n=3) 
with one relapse undetected. Forty-five per cent of the sample 
(n=9) received targeted intervention, including the three 
detected relapses. Whether targeted intervention prevented 
relapse in six instances, or were false positive predictions 
of relapse is unclear.  The development of a collaborative 
relationship between the therapist and the individual was a 
central theme of the intervention. Collaboration provided 
individuals with a sense of control and empowerment and was 
likely to have a positive impact on overall treatment adherence. 
Collaboration tends to improve adherence with neuroleptic 
medication, which reduces relapse risk. 
 

p. 149 col 2 

paragraph 2, p. 150 

discussion 

Notes:    

 

Other 

Study funding sources 
(including role of funders) 

Funding was received by Andrew Gumley from the Chief Scientists 

Office, Scottish Office: Grant Number K/RED/18/13 and for the Chief 

Scientist Office Support Fund, administered by Ayrshire and Arran 

Primary Care NHS Trust. The views expressed in this paper do not 

necessarily represent those of the Chief Scientist Office or Ayrshire and 

Arran NHS Trust. 

p. 152 

Possible conflicts of 
interest 
(for study authors) 

None stated       

Notes:         
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Data extraction form (version 21.05.2019) 
Cochranes data collection form for intervention review – RCTs and non-RCTs (1) was used as guide for 

development of this data extraction form 

General Information 
Date form completed 
(dd/mm/yyyy) 

31.07.2019 

Name/ID of person extracting 
data 

Kirsten Johansen 

Report title The practice of early recognition and early intervention to 
prevent psychotic relapse in patients with schizophrenia: 
an exploratory study. Part 1 and 2 

Report ID  
(ex. First author) 

B. VAN MEIJEL 

Reference details 
(author/journal/year) 

B. VAN MEIJEL, M. VAN DER GAAG, R . S. KAHN & M. GRYPDONCK 
Journal of Psychiatric and Mental Health Nursing, 2002,9, 347–355 

Report author contact details B. van Meijel 

Department of Nursing Science, University Medical Center Utrecht 

PO Box 85060 
3508 AB Utrecht, The Netherlands 

E-mail: B.K.G.vanMeijel@med.uu nl 

Publication type  (e.g. full report, 

abstract, letter) 
Research article 

Conflicts of interest None stated 

Study eligibility 

Study 

Characteristics 

Eligibility criteria 

(Insert inclusion criteria for each characteristic as 

defined in the Protocol) 

Eligibility criteria met?  Location in text or 

source (pg & 

¶/fig/table/other) Yes No Unclear 

Type of study Randomised Controlled Trial     

Case-control Trial     

Controlled Before and After Study     

Qualitative study x    
p. 349 method 

section 

Other design (specify): 

Exploratory study 
x    

p. 354 Conclusion 

Participants 9 health care professionals, 8 patients and 

15 family members 
x    

p. 349 Methods 

Types of 
intervention 

Relapse prevention intervention, by early 

recognition and early intervention 
x    

p. 348 col 2 

General information  746,747 
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Types of 
comparison 

na 
   

 

 

INCLUDE  x  

 

 

Notes: this study does not fit this table. Suggestion: 

use CASP Qualitative study appraisal tool 

 

Characteristics of included studies  

Method 
 Descriptions as stated in report/paper Location in text 

or source (pg & 

¶/fig/table/other) 

Aim of study  
(e.g. efficacy, equivalence, 
pragmatic) 

Developing and testing a nursing intervention protocol for 

Early Recognition and early intervention, to be used in 

individualized nursing care for patients with schizophrenia, to 

prevent psychotic episodes. 

Part 1: p. 348 col 2 

paragraph 4 (last) 

Part 2: p. 357 col 2 

paragraph 1. 

Design 
(e.g. parallel, crossover, 
non-RCT) 

Qualitative study, interviews p. 349 Methods 

Unit of allocation 
(units from which patients 
are recruited) 

6 different treatment settings in the Netherlands p. 349 Methods 

Start date Not stated       

End date Not stated       

Duration of 
participation 
(from recruitment to last 
follow-up) 

One interview p. 349 Methods 

Ethical approval 
needed/ obtained for 
study 

 

 x  

Yes No

 Unclear 

            

Notes:         

Participants 

 Description 

Include comparative information for each intervention or 

comparison group if available 

Location in text or 

source (pg & 

¶/fig/table/other) 
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Population description 
(from which study 
participants are drawn) 

Patients with schizophrenia, who benefited from the early intervention 

strategy.  

Healthcare professionals (five psychiatric nurses, one psychiatrist, one 

psychologist and two general physicians). 

15 family members (14 parents, one sister). 

 

p. 349 Methods 

Setting 
(ambulant, inpatient or 
transition) 

5 outpatient settings, and one unit for chronic patients at a psychiatric 

hospital 

p. 349 Methods 

Inclusion criteria  The criteria for inclusion of a patient were a positive diagnosis 

of schizophrenia, the absence of manifest psychotic symptoms 

and an ability to express his or her experiences verbally. 

The target group consisted of patients who benefited 

from the early intervention strategy in varying degrees, their families and 

health professionals. 

p. 349 Methods 

Exclusion criteria        

Method of recruitment 
of participants  
(e.g. phone, mail, clinic 

patients) 

The settings were selected by 

consulting two sources. The first source consisted of 

experts who were asked whether they knew any treatment 

settings in which early intervention methods were systematically 

used with schizophrenic patients. The second 

source was an exploratory field study conducted by van 

Mierlo (1997) to map current activities in the field of 

‘symptom management in schizophrenia’ in the Netherlands. 

p. 349 Methods 

Informed consent 
obtained 

 Yes  No 

x  Unclear  

            

Total no. randomised  
(or total pop. at start of 
study for NRCTs) 

N/A       

Clusters 
(if applicable, no., type, no. 
people per cluster) 

N/A       

Baseline information 
-assessment 
-severity of illness 
-medical treatment 
# previous hospitalizations 
(mean) 

N/A       

Withdrawals and 
exclusions 
(if not provided below by 
outcome) 

N/A       

Age 
(At onset /first episode) 

Average age of patients included was 30 (range: 21–39 p. 349 Methods 

Sex Seven men one woman, gender of family members and 

health professionals were not stated 

p. 349 Methods 

Participant ethnicity Not stated       

Diagnosis 
(criteria) 

Schizophrenia p. 349 Methods 

Family status 
(staying with family/living 
alone/housing facility) 

All patients had close relations to family p. 349 col 2 
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Prior episodes of 
relapse 
(#prior episodes/time; 
# hospitalizations/time; 
Duration of average episode) 

Experience of prior episodes of relapse was not specified. All 
patients had experience with early intervention. 

p. 349 Methods 

Notes:         

 

 

Intervention groups 
 Description as stated in report/paper 

 

Location in text or 

source (pg & 

¶/fig/table/other) 

Group name 

(Intervention/Tau) 

Patients, health professionals and family members p. 349 Methods 

No. of participants in 
groups 

(intervention and comparison 
group) 

Patients n= 8 
Health professionals n=9 
Family members n=15 

p. 349 Methods 

Theoretical basis  

(include key references)  

1.Campo J. & Merckelbach H. (1996) Schizofrene patiënten en 

haardracht (Schizophrenic patients and hair style). 

Tijdschrift Voor Psychiatrie 38 (9), 690–694. 

2.Hamera E., Peterson K.A., Young L.M. & McNary Schaumloffel 

M.(1992) Symptom monitoring in schizophrenia: potential for 

enhancing self-care. Archives of Psychiatric Nursing 6 (6), 324–330.  

3.Herz M.I., Szymanski H.V. & Simon J.C. (1982). Intermittent 

medication for stable schizophrenic outpatients: an alternative to 

maintenance medication. American Journal of Psychiatry 139 (7), 918-922. 

4.Herz M.I. (1990) Early intervention in schizophrenia. In: Handbook 

of Schizophrenia, Vol. 4: Psychosocial Treatment of Schizophrenia (eds 

Herz M.I., Keith S.J. & Docherty J.P.), pp. 25–44. Elsevier Science, 

Amsterdam. 

5. Herz M.I. & Lamberti J.S. (1995) Prodromal symptoms and 

relapse prevention in schizophrenia. Schizophrenia Bulletin 4, 541–551. 

6. Norman R.M.G. & Malla A.K. (1995) Prodromal symptoms of 

relapse in schizophrenia: a review. Schizophrenia Bulletin 4, 527–539. 

 

p. 354-55 reference 

list 

Description of 

Intervention 
 (of primary intervention, 

consumer involvement, 

structured intervention, psycho 

education, social therapy, CBT, 

coping skills training, Support 

social/peer) 

No intervention was conducted in this study. The 

Qualitative interview were inquiries regarding the 

experience obtained from using early intervention 

methods. 

p. 349 Methods 

 For results – see notes at the bottom of the table.  
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Intervention: 
Integrated / 

multicomponent / 

complex intervention 

  

Intervention Location 
(Ambulant/housing 

facility/transition between 
hospital and ambulant) 

  

Duration of intervention 
(Duration and number of 
intermittent periods of 
intervention activity) 

       

Timing during 
Intervention 
(e.g. frequency, duration of each 
intervention period) 

  

Intervention for 
comparison group 

  

Monitoring frequency 
(frequency of patient  and/ or 
staff monitoring of development 
based on intervention) 

  

Detecting EWS  
(Yes/No) 

  

Management plan/plan of 
action 

            

Treatment providers 
(e.g. no., profession, training, 
ethnicity etc. if relevant) 

            

Location for intervention: 
Home visits/MHC center visits 

            

Follow-up 
(Effect of intervention) 

            

Reassessment 
(Baseline test/other) 

  

Compliance             

Confounders   

Outcomes 
 Description as stated in report/paper 

 

Location in text or 

source (pg & 

¶/fig/table/other) 

Outcome name        

Outcome definition  
(change in number or severity 
of relapse/ regiment of 
handling relapse: Ambulant/ 
rehospitalisation) 
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Time points measured 
(Time to relapse/time between 
relapse’) 

  

(Early) Warning Signs 
identified 
(list) 

  

Number of (Early) 
Warning Signs 
experienced 

  

Management plan/plan 
of action 
Actions described for handling 
early warning signs/crisis 

  

Time from detecting 
Early Warning Signs to 
relapse 

  

Patient measuring/ 
reporting 
(Handling own disease/control 
over own life/ improved quality 
of life as a result of the 
intervention/tool?) 

            

Unit of measurement  
(No. of relapse/time) 

N/A       

If outcome is measured 
by tool: Is tool 
validated? 

 Yes  No 

 Unclear   

N/A       

Imputation of missing 
data 
(for participant 
dropout/noncompliance) 

N/A       

Significance of findings 
(Benefit of intervention) 

            

Notes:    

 

Other 

Study funding sources 
(including role of funders) 

Not provided       

Possible conflicts of 
interest 
(for study authors) 

Not stated       
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Notes:   part 2 results section p. 358- 

Results of the exploratory study based on 25 interviews with patients with schizophrenia, healthcare professionals (psychiatric nurses, 

psychiatrist, psychologist and general physicians) and patient’ relatives. The result is concerned with which factors  that influence 

the effective use of early recognition and early intervention methods. These factors should be taken into account in 

developing intervention techniques in the field of relapse prevention. The following issues will be addressed: (i) information 

and education; (ii) attitude of healthcare professionals; (iii) the patient’s insight; (iv) acceptance of illness; (v) motivation; (vi) 

other relevant patient characteristics; and (vii) continuity of care. Finally, the implications of the findings for the development 

of a nursing intervention protocol will be discussed. 

 
i 1.General information about schizophrenia, to provide a framework and a vocabulary to use when talking about their psychotic 

episodes. 2. Tailored information and education to the patient and his/her environment. Instruction in the use of the symptom 

recognition plan.   3. Everyday events are used for education in a nurse-patient collaborative approach; Patient information group 

sessions for shared information on psychosis experienced and Family group information, both oral and written. 

ii It is important that the healthcare professionals develop a good cooperative relationship based on negotiation, positive 

reinforcement, trust and equality, and taking the patient’s experiences into account, consider patient relevance of topics and 

focus on the patient own “language”. Early recognition has the best chance if healthcare professionals, patients and other 

persons involved join forces to define how to prevent psychotic episodes in the future. Evaluate inappropriate patient-actions 

to help patients gain awareness of the implications, which might trigger a learning process. 

 

iii All interviewees agreed that a certain degree of insight into the illness is necessary for early recognition and early 

intervention. The concept of insight is interpreted in various ways, as the degree to which the patient considers himself to be ill 

and how he qualifies the disorder / the manner in which the patient interprets his prodromes and symptoms / the level of 

insight to the patient’s regularity in taking medication, especially during the prepsychotic and the psychotic phase. It can be 

concluded that these patients are well aware of the prodromes preceding a psychotic episode, but are unable to attach the right 

meaning to them. Patients might trivialize the signs, resulting in too hight self-demands, especially during remission. 

 

iv patients state that it is difficult to accept a diagnosis of schizophrenia. Acceptance problems are mainly caused by the 

inability of the patients to achieve their original plans, and the observation that their peers are able to do this much better 

than they are. Healthcare professionals indicated that preparing a symptom recognition plan in fact constitutes confirmation 

of the patient’s role as a patient. Patients have to realise ‘. . . that everything was not as straightforward as it used to be’. 

 

v Many factors influence patient-motivation to actively work with early recognition. Motivation decrease over time, constant 

pressure during contact with health care system decrease motivation. Pressure as restriction in substance use/abuse, program 

participation / daily routines and lack of interest. It was the experience of healthcare professionals that symptom recognition 

plans had the best chance of success if the patient was motivated intrinsically to manage his situation. 

 

vi The healthcare professionals particularly mentioned a number of specific features in schizophrenic patients that impede the 

use of symptom recognition plans. The presence of psychotic symptoms may cause the patient to become so preoccupied with 

his inner world that it is impossible for him to deal with other matters. Negative symptoms, apathy, disturbance of volition, 

depression, cognitive deficits, resistance and laziness may also lead to inertia - It appears in practice that a lack of active 

behaviour cannot always be clearly linked to a specific cause. Cognitive disturbances as attention and memory deficit and 

inability to process information complicates the use of symptom recognition plan. Further, the patient’s personality, and the 

possibility of personality disorders, must also be taken into account. 

 

vii  Many responses of the interviewees mentioned the concept of continuity. First of all, continuity must be provided 
particularly in the initial phase of preparing a symptom recognition plan. This phase is relatively time-consuming. Continuous 

care, extending beyond office hours, is essential to provide the requisite support in case of an impending crisis. 

 

This study can serve as a tool to formulate a number of basic principles that must be taken into account to ensure 

the effective application of early recognition and early intervention. 

 



1 

 

Data extraction form (version 21.05.2019) 
Cochranes data collection form for intervention review – RCTs and non-RCTs (1) was used as guide for 

development of this data extraction form 

General Information 
Date form completed 
(dd/mm/yyyy) 

01.08.2019 

Name/ID of person extracting 
data 

Kirsten Johansen 

Report title An Intervention Study to Prevent Relapse in Patients 

With Schizophrenia 

 

Report ID  
(ex. First author) 

B. van Meijel 

Reference details 
(author/journal/year) 

B. van Meijel, C. Kruitwagen, M. van der Gaag, R.S. Kahn, M.H.F. Grypdonck 

JOURNAL OF NURSING SCHOLARSHIP, 2006; 38:1, 42-49. 

Report author contact details Dr. van Meijel, Department of Nursing Science, 

University Medical Center Utrecht, PO-Box 85060, 3508 AB Utrecht, 

The Netherlands. E-mail: B.K.G.vanMeijel@umcutrecht.nl  

Publication type  (e.g. full report, 

abstract, letter) 

Research article 

Conflicts of interest Not stated 

Study eligibility 

Study 

Characteristics 

Eligibility criteria 

(Insert inclusion criteria for each characteristic as 

defined in the Protocol) 

Eligibility criteria met?  Location in text or 

source (pg & 

¶/fig/table/other) Yes No Unclear 

Type of study Randomised Controlled Trial x    p. 43 Methods 

Case-control Trial     

Controlled Before and After Study     

Qualitative study     

Other design (specify):     

Participants Patients with schizophrenia and related 

psychotic disorder 
x    

p. 43 Methods 

Types of 
intervention 

Relapse prevention intervention 
X    

p. 43 Description of 

the intervention 

Types of 
comparison 

Control group 
X    

p. 43 Methods 
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INCLUDE x  

 

Notes: 

 

Characteristics of included studies  

Method 
 Descriptions as stated in report/paper Location in text 

or source (pg & 

¶/fig/table/other) 

Aim of study  
(e.g. efficacy, equivalence, 
pragmatic) 

To determine whether the use of relapse prevention plans (RPPs) in nursing 

practice is an effective intervention in reducing relapse rates among patients 

with schizophrenia. 

p. 42  

Design 
(e.g. parallel, crossover, 
non-RCT) 

Experimental design p. 42 

Unit of allocation 
(units from which patients 
are recruited) 

Three mental health organizations: An institution for outpatient care 

and two mental health organizations with inpatient, day-clinic, and 

outpatient care in Holland. 

p. 43, Methods 

Start date Not stated       

End date Not stated       

Duration of 
participation 
(from recruitment to last 
follow-up) 

1-year follow-up p. 43 Methods 

Ethical approval 
needed/ obtained for 
study 

 Yes  

 No  

x  Unclear  

            

Notes:         

Participants 
 Description 

Include comparative information for each intervention or 

comparison group if available 

Location in text or 

source (pg & 

¶/fig/table/other) 

Population description 
(from which study 
participants are drawn) 

Patients attending 3 mental health institutions, meeting the 

inclusion criteria of this study.  

p. 43 Methods 

Setting 
(ambulant, inpatient or 
transition) 

The patients could be hospitalized, be attending the day clinic, or be 

treated as outpatients. The individual patient-setting is not 

specified. 

p. 43 Methods 
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Inclusion criteria  Diagnostic criteria(according to the treating psychiatrist): 

Schizophrenia or a related psychotic disorder according to the 

Diagnostic and Statistical Manual of Mental Disorders (APA, 

1994).  

The patient had to be stabilized to the extent that he or she could 

collaborate in the preparation of the relapse prevention plan.  

none of the items of the PANSS was higher than 4.  

Outpatients had to have a minimum contact frequency of once 

every 2 weeks in the phase of the preparation of the relapse 

prevention plan.  

The patient had to be able to give informed consent to participate 

in the study. 

p. 43 Methods 

Exclusion criteria Patients were excluded if they had  

-organic brain disorder or mental retardation.  

-alcohol or drug abuse accompanied by serious communication 

or behavioral problems.  

-participated the previous year in the Liberman module “Symptom 

Management”. 

-previously been involved with other forms of early 

recognition and early intervention.  

p. 43 Methods 

Method of recruitment 
of participants  
(e.g. phone, mail, clinic 

patients) 

The selected nurses were divided at random per department 

between the experimental and the control conditions. By 

randomization at the departmental level, specific characteristics 

of the department and the treatment could be divided equally over 

both research conditions. The nurses then listed the patients under 

their care who met the selection criteria. To avoid a selection bias, 

the researcher determined at random the order in which the patients 

would be approached for participation in the study. Ultimately, 1 to 

3 patients were selected for each nurse to participate. 

p. 43 methods, col 2 

Informed consent 
obtained 

x  Yes  No 

 Unclear  

      p. 43 methods 

Total no. randomised  
(or total pop. at start of 
study for NRCTs) 

95 patients were included p. 45 results, 

dropouts 

Clusters 
(if applicable, no., type, no. 
people per cluster) 

51 in the experimental group and 44 in the control group p. 45 results, 

dropouts 
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Baseline information 
-assessment 
-severity of illness 
-medical treatment 
# previous hospitalizations 
(mean) 

Table 2. Baseline Comparisons 
               Experimental group(n=40)    Control group (n=42) 
Variable                                                                                          
Age, mean                    35.2                             34.5            
Male sex                       28 (70%)                      37 (88%)  
Feamle sex                         12 (30%)                             5 (12%)       
Marital status: single     33 (83%)                     32 (76%)  
Dutch nationality           37 (93%)                     39 (93%)  
Educational level 
Primary school or lower 15 (38%)                    24 (57%)  
vocational school 
Other education             25 (62%)                    18 (43%) 
Paid employment             5 (13%)                    12 (29%)  
Organized activities       16 (40%)                     15 (36%)  
DSM - 1 
Schizophrenia                24 (60%)                     33 (79%)  
Schizo-affective disorder 11 (28%)                     6 (14%) 
other psychotic disorders 5 (12%)                       3 (7%) 
DSM-5 mean                  56.3                            58.8  
Care intensity 
Ambulatory care             28 (70%)                     33 (79%)  
Semimural care                5 (12.5%)                    2 (5%) 
Clinical care                      7 (17.5%)                    7 (16%) 
Age at onset mean        23.1                              23.5  
Sickness duration in years: 
mean                              12.2                              11.0  
Number of psychoses: 
mean                                 4.4                                3.8  
Medication:  
Haloperidol equivalents:  
Mean                                5.1                                  5.5  
Sedatives                       13 (33%)                         19 (45%)  
PANSS total: mean        63.9                                 60.4  
PANSS Positive Scale: 
Mean                              13.7                                 12.2  
PANSS Negative Scale: 
Mean                              15.6                                 15.9  
PANSS- General            34.1                                 31.6  
Psychopathology: mean 
Insight Scale – SR: mean 10.4                                9.66  
Insight Scale – I: mean     10.3                              10.7  
WAI: mean                       134.1                           133.8 

p. 45 results, baseline 

measurements 

Withdrawals and 
exclusions 
(if not provided below by 
outcome) 

11 patients dropped out from the experimental 

group and 2 from the control group 
p. 45 results, 

dropouts 

Age 
(At onset /first episode) 

Experimental group( mean age at onset, years) : 23.1 

Control group( mean age at onset, years) : 23.5 

Table 2 p. 45 

Sex Experimental group Male 28, Female 12 

Control group Male 37, Female 5 

Table 2 p. 45 

Participant ethnicity Experimental group: Dutch 37, Other 3 

Control group: Dutch 39, Other3 

Table 2 p. 45 

Diagnosis 
(criteria) 

                                    Experimental gr.          Control gr. 
Schizophrenia                24 (60%)                     33 (79%)  
Schizo-affective disorder 11 (28%)                     6 (14%) 
other psychotic disorders 5 (12%)                       3 (7%) 

Table 2 p. 45 

Family status 
(staying with family/living 
alone/housing facility) 

                                    Experimental gr.          Control gr. 
Marital status: single     33 (83%)                     32 (76%)  

 

Table 2 p. 45 

Prior episodes of 
relapse 
(#prior episodes/time; 
# hospitalizations/time; 
Duration of average episode) 

Not stated       
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Notes:         

 

 

Intervention groups 
 Description as stated in report/paper 

 

Location in text or 

source (pg & 

¶/fig/table/other) 

Group name 

(Intervention/Tau) 

Experimental group/ control group p. 45 table 2 

No. of participants in 
groups 

(intervention and comparison 
group) 

 Experimental group(n=40)    Control group (n=42)                                                                                         

 
p. 45 table 2 

Theoretical basis  

(include key references)  

Early recognition and early intervention in relapse prevention among 

patients with schizophrenia 

 

van Meijel, B., van der Gaag, M., Kahn, R.S., & Grypdonck, M. (2002a). 

The practice of early recognition and early intervention to prevent psychotic 

relapse in patients with schizophrenia: An exploratory study. Part1.  

Journal of Psychiatric and Mental Health Nursing, 9, 347–356. 

 

van Meijel, B., van der Gaag, M., Kahn, R.S., & Grypdonck, M. (2002b). 
The practice of early recognition and early intervention to prevent psychotic 

relapse in patients with schizophrenia: an exploratory study. Part 2.  

Journal of Psychiatric and Mental Health Nursing, 9, 357–364. 

p. 42 col 2 
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Description of 

Intervention 
 (of primary intervention, 

consumer involvement, 

structured intervention, psycho 

education, social therapy, CBT, 

coping skills training, Support 

social/peer) 

The intervention has 4 successive phases: 

1. Preparatory phase: information is offered to patients and the 

participating members of the social network. 
The objective is to arrive at a joint basis for working with a 

relapse prevention plan. Nurses make a systematic assessment 

of factors that can promote or hinder working with 

a relapse prevention plan and try to influence these factors 

favorably(e.i. additional psychoeducation in case of apparent. 

lack of knowledge about schizophrenia and psychoses)  

 

2. The early signs are systematically inventoried. This 

inventory is compiled as much as possible within the triad of 

patient, members of the social network, and caregiver(s). The 

early signs are then defined operationally at three levels of 

severity: level 1: normal and stable; level 2: light to moderate; 

and level 3: serious. 

 

3. The monitoring phase: Patients and others involved receive 

instructions and assistance in the recognizing and scoring the 

early signs listed.  

 

4. Preparation of an action plan. Actions are formulated that 

can be performed by the participants when a psychotic relapse 

threatens. These actions are related to managing stress, 

enhancing coping, and applying protection from the 

surroundings. 

p. 43 description of 

the intervention 

Intervention: 
Integrated / 

multicomponent / 

complex intervention 

Integrated intervention  

Intervention Location 
(Ambulant/housing 

facility/transition between 
hospital and ambulant) 

At the treatment setting – not further specifyed  

Duration of intervention 
(Duration and number of 
intermittent periods of 
intervention activity) 

Not specified beside 1-year follow-up p. 44 col 1 paragraph 

1 

Timing during 
Intervention 
(e.g. frequency, duration of each 
intervention period) 

In the experimental group: The average number of days devoted 

to preparation of relapse prevention plans was 155 (SD=94). 

In the control group: The corresponding period of 

nonintervention was on average 145 days (SD=70 

The frequency of scoring of the early signs in the experimental 

group indicated a slight decline in the course of the follow-up 

year, but the average was between 5 and 9 scores per quarter for 

the entire year. 

p. 46 Relapses 

Intervention for 
comparison group 

Care as usual p. 44 col 1 paragraph 

3 
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Monitoring frequency 
(frequency of patient  and/ or 
staff monitoring of development 
based on intervention) 

The frequency of scoring of the early signs in the experimental 

group indicated a slight decline in the course of the follow-up 

year, but the average was between 5 and 9 scores per quarter for 

the entire year. Six patients did not score any longer by the end 

of the follow-up year: three for lack of motivation, one because 

of a long-term psychosis, one because of detention, and the 

sixth because things were going well with her and she did not 

see the need for regular scoring. 

p. 46 Relapse 

Detecting EWS  
(Yes/No) 

yes p. 43 description of 

intervention 

Management plan/plan of 
action 

Preparation of action plan in 4th phase. p. 43 description of 

intervention 

Treatment providers 
(e.g. no., profession, training, 
ethnicity etc. if relevant) 

Administrators of the mental health departments compiled a list 

of nurses to be considered for participation in the study. The 

selection criterion was that nurses were capable of exercising 

the responsibility for the total nursing care of the patients and 

their social network. 

p.43 Methods col 2 

paragraph 3 

Location for intervention: 
Home visits/MHC center visits 

See above       

Follow-up 
(Effect of intervention) 

Data collection: (a) T1: at patients selection. (b) T2: after 

completion of the relapse prevention plans or a corresponding 

period in the control condition. (c) T3: after completion of the 

follow-up period of 1 year. 

p. 44 col 1 paragraph 

1 

Reassessment 
(Baseline test/other) 

Positive Scale of the Negative Syndrome Scale (PANSS), 

Insight Scale, The quality of the therapeutic alliance was 

measured with the Working Alliance Inventory (WAI),  

The Clinical Global Impression (CGI) consists of two simple 

subscales to measure the Severity of Illness and the Global 

Impression, respectively. The Comprehensive Assessment of 

Symptoms and History (CASH) is a comprehensive 

diagnostic instrument to compile data on a large number 

of illness-related subjects. For the antipsychotic medication, 

dosage equivalents were calculated with respect to haloperidol,  

the use of sedatives was scored dichotomously. 

p. 44 instruments 

Compliance In the T1-T2 (drawing up a relapse prevention plan) 11 patients 

dropped out from the experimental group and 2 from the control 

group. The reasons for dropping out of the experimental group 

were: premature discharge (n=1); stress caused by preparing the 

relapse prevention plan (n=2); psychotic relapse (n=1); lack of 

motivation to prepare the relapse prevention plan (n=5); and 

lack of time of the nurses (n=2). The reason for dropping out of 

the control group was completion of the treatment (n=2). 

p. 45 drop outs 

Confounders The randomization did not result in comparable groups at the 

moment of inclusion, the patients in the experimental 

group had a significantly lower level of general functioning 

than did the patients in the control group. 

A contamination effect between the experimental and the 

control groups cannot be excluded, due to contact between 

experimental and control nurses. Further, the tisk of the 

Hawthorne effect must be considered 

p. 47 
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Outcomes 
 Description as stated in report/paper 

 

Location in text or 

source (pg & 

¶/fig/table/other) 

Outcome name Psychotic Relapse p. 44 Registration of 

relapse 

Outcome definition  
(change in number or severity 
of relapse/ regiment of 
handling relapse: Ambulant/ 
rehospitalisation) 

A psychotic relapse was indicated by a significant increase of the 

following psychotic symptoms: (a) delusions, (b) hallucinations, 

(c) disorganization of thinking, which may be in combination 

with (d) chaotic or aggressive behavior. In addition to this clinical 

judgment, the CGI (Clinical Global Impression) was also scored. 

Score 6 or higher was indicative of relapse. Further, the psychotic 

symptoms had to be present for at least 7 days to be considered a 

relapse. 

p. 44 Registration of 

relapse 

Time points measured 
(Time to relapse/time between 
relapse’) 

Not provided  

(Early) Warning Signs 
identified 
(list) 

Not provided  

Number of (Early) 
Warning Signs 
experienced 

Not provided  

Management plan/plan 
of action 
Actions described for handling 
early warning signs/crisis 

Not provided  

Time from detecting 
Early Warning Signs to 
relapse 

Not provided  

Patient measuring/ 
reporting 
(Handling own disease/control 
over own life/ improved quality 
of life as a result of the 
intervention/tool?) 

Not provided       

Unit of measurement  
(No. of relapse/time) 

No of relapse and relapse rates p. 46 table 3 

If outcome is measured 
by tool: Is tool 
validated? 

x  Yes  No 

 Unclear   

      p. 44 instruments 

Imputation of missing 
data 
(for participant 
dropout/noncompliance) 

no       
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Significance of findings 
(Benefit of intervention) 

The relapse rates in the experimental and the control 

groups were, respectively, 12.5% and 26.2%. Testing 

showed that this difference was not statistically significant 

( p=.12).The multilevel analysis led to the conclusion that 

significant differences existed regarding the work alliance (total 

score, bond, and goal dimension) and the insight and attribution 

of symptoms. However, the interpretation of these results is 

difficult because they were influenced primarily by a relatively 

irregular score pattern at various times in the control condition. 

p. 46 col 1 paragraph 

3 

p. 47 col 2 paragraph 

5 

Notes:    

Other 

Study funding sources 
(including role of funders) 

This study was financially supported by grants from Vereniging voor 
Academische Ziekenhuizen (Association of University Hospitals), 
College voor Zorgverzekeringen (Board of Health Insurances) and Eli 
Lilly The Netherlands 

p. 42 

Possible conflicts of 
interest 
(for study authors) 

Not stated       

Notes:         
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Data extraction form (version 21.05.2019) 
Cochranes data collection form for intervention review – RCTs and non-RCTs (1) was used as guide for 

development of this data extraction form 

General Information 
Date form completed 
(dd/mm/yyyy) 

23.07.2019 

Name/ID of person extracting 
data 

Kirsten Johansen 

Report title Collaborative care for patients with bipolar disorder: randomised controlled 
trial 

Report ID  
(ex. First author) 

Trijntje Y. G. van der Voort, 

Reference details 
(author/journal/year) 

Trijntje Y. G. van der Voort, Berno van Meijel, Peter J. J. Goossens, Adriaan W. 
Hoogendoorn, Stasja Draisma, Aartjan Beekman and Ralph W. Kupka 
The British Journal of Psychiatry (2015) 
206, 393–400. doi: 10.1192/bjp.bp.114.152520 

Report author contact details Correspondence: Trijntje Y.G. van der Voort, VU University, Arent Janszoon 
Ernststraat 1187, 1081HL Amsterdam Postal Box 74077, 1070AB Amsterdam, The 
Netherlands. Email: n.vandervoort@ggzingeest.nl 

Publication type  (e.g. full report, 

abstract, letter) 
Research article, full report 

Conflicts of interest Declaration of interest 
None. 

Study eligibility 

Study 

Characteristics 

Eligibility criteria 

(Insert inclusion criteria for each characteristic as 

defined in the Protocol) 

Eligibility criteria met?  Location in text or 

source (pg & 

¶/fig/table/other) Yes No Unclear 

Type of study Randomised Controlled Trial  

Two armed cluster randomised controlled trial 
x    p. 393 Method 

Case-control Trial     

Controlled Before and After Study     

Qualitative study     

Other design (specify):     

Participants Patients with bipolar disorder x    p. 394 participants 

Types of 
intervention 

Collaborative care in relapse prevention 
x    

p. 394 intervention 

Types of 
comparison 

Treatment as usual 
x    

p. 394 Methods 
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INCLUDE  x  

 

Notes: 

 

Characteristics of included studies  

Method 
 Descriptions as stated in report/paper Location in text 

or source (pg & 

¶/fig/table/other) 

Aim of study  
(e.g. efficacy, equivalence, 
pragmatic) 

To study the effectiveness of a collaborative care programme 
on symptoms and medication adherence in patients with 
bipolar disorder, compared with care as usual 

p. 393 Box 

Design 
(e.g. parallel, crossover, 
non-RCT) 

A pragmatic, two-armed, cluster randomized controlled trial 
(RCT) 

p. 393 methods 

Unit of allocation 
(units from which patients 
are recruited) 

From outpatient mental health clinics p. 393 method 

Start date Not specified       

End date Not specified       

Duration of 
participation 
(from recruitment to last 
follow-up) 

1 year of collaborative care, including 6 and 12 months follow-

up 

p. 394 procedures 

Ethical approval 
needed/ obtained for 
study 

x  

  

Yes No

 Unclear 

The study protocol was approved 
by the medical ethical committee of the 
VU University Medical 
Centre. 

p. 394 col 1 

paragraph 1 

Notes:         

Participants 

 Description 

Include comparative information for each intervention or 

comparison group if available 

Location in text or 

source (pg & 

¶/fig/table/other) 

Population description 
(from which study 
participants are drawn) 

Patients with Bipolar disorder type I or II from outpatient 

mental health clinics in Holland 

p. 393 methods and 

p. 394 participants 

Setting 
(ambulant, inpatient or 
transition) 

Ambulant mental health care clinics in the Netherlands p. 393 methods 
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Inclusion criteria  Patients aged 18–65 years with a diagnosis of bipolar 
disorder type 1 or 2 or not otherwise specified (NOS) according to 
DSM-IV-TR.  Diagnoses were derived from the medical records 
and subsequently confirmed by the treating psychiatrist using 
the Dutch language version of the Questionnaire for Bipolar Illness 
(QBP-NL) 

p. 394 Participants 

Exclusion criteria a) severe or very severe depression or mania, with a score of 6 or 
7 on the Clinical Global Impression – Bipolar Disorder scale;15 

(b) a stable course of illness in the past year, allowing low intensity 
of treatment with a maximum of four consultations with the 
psychiatrist or nurse per year; 
(c) insufficient command of the Dutch language; 
(d) inability or unwillingness to give informed consent. 

p. 394 Participants 

Method of recruitment 
of participants  
(e.g. phone, mail, clinic 

patients) 

Teams that treated at least 20 patients with bipolar disorder were 
invited to participate. In each team a nurse or psychiatrist compiled 
a list of patients who met the inclusion criteria. Since executing a 
new intervention leads to an increased workload for the nurses in 
the experimental condition, the maximum number of patients to be 
included was set at ten per nurse. If more than ten patients per 
participating nurse met the inclusion criteria, these patients were 
listed in random order and approached by the psychiatrist or nurse 
for participation, starting at the top of this list. Once the provisional 
agreement of the patient was obtained, the researcher contacted the 
patient to give detailed oral information about the study. If patients 
agreed to participate, additional written information was provided, 
including an informed consent form.  

p.393-4 

Randomisation 

Informed consent 
obtained 

x  Yes  No 

 Unclear  

      p.394 col 1 paragraph 

1 

Total no. randomised  
(or total pop. at start of 
study for NRCTs) 

Total no. of patients included: n=138 p. 395 Results 

Clusters 
(if applicable, no., type, no. 
people per cluster) 

Cluster randomization at the level of outpatient teams. Teams that 
treated at least 20 patients with bipolar disorder were invited to 
participate. The teams were matched on the number of nurses 
who were willing to participate in the study, in order to obtain 
approximately the same number of respondents in both research 
conditions. The two teams within every matched pair were 
randomly assigned to either the experimental or the control 
condition, by use of an internet random generator,performed 
blind by the second author (B.M.). 

p.393 Randomisation 
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Baseline information 
-assessment 
-severity of illness 
-medical treatment 
# previous hospitalizations 
(mean) 

At baseline, demographic data, illness history, diagnosis, illness 
characteristics and current treatment were recorded by both patient 
and treating psychiatrist using the patient and clinician versions of 
the QBP-NL. Course of illness and recurrence of mood episodes 
were assessed with the retrospective Life Chart Method (LCM) 
during a telephone interview by a research assistant. Patients were 
asked to rate retrospectively their average mood, in each 
consecutive month, over the past 6 months; scores were based on 
the severity of mood symptoms and the associated degree of 
functional impairment. At T0 the 6 months preceding study entry 
were assessed. The LCM consists of a scale for manic symptoms 
and a scale for depressive symptoms. Severity of depressive 
symptoms during the past week was measured with the 16-item 
self-report version of the Quick Inventory for Depressive 
Symptomatology (QIDS). Symptoms of mania during the past 
week were assessed with the Altman Self-Rating Mania (ASRM) 
scale. Medication adherence was assessed with the ten-item 
Drugs Attitude Inventory (DAI-10); all ten items have a 
dichotomous outcome (adherent yes/no). 

p. 394-5 Measures 

QBP-NL 

 

 

Withdrawals and 
exclusions 
(if not provided below by 
outcome) 

Due to organisational circumstances unrelated to the study, two 
teams with in total 15 patients withdrew from the experimental arm 
of the study, leaving 56 patients in the collaborative care arm and 
82 in the control arm. After the baseline measurement 13 patients 

in the collaborative care condition stopped the allocated treatment, 
of whom 2 continued to participate in the study, leaving 11 patients 
not assessed at T12. Four patients in the control condition stopped 
allocated treatment, of whom two continued to participate in the 
study. In total 21 participants were lost to follow-up (controls n = 10, 
intervention n = 11). Of the 45 patients in the collaborative care 
group at the 12-month assessment 43 received the allocated 
intervention, and of the 72 patients who completed the study in 
the TAU group 70 received the allocated intervention. 

      

Age 
(At onset /first episode) 

Control group , years, mean (s.d): 23.9 (10.0)  

Collaborative care group years, mean (s.d): 23.5 (11.6) 
Table 1 page 397 

Sex Control group female: 49,  60% male: 33, 40 %  

Collaborative care group: female: 39, 70%  male 17, 30% 
Table 1 page 397 

Participant ethnicity Not described Table 1 page 397 

Diagnosis 
(criteria) 

Diagnosis, n (%)  
Bipolar disorder type 1 Control G: 49 (60) CC group:39 (70) 
Bipolar disorder type 2 Control G 28 (35)  CC group 11 (20) 
Bipolar disorder NOS*   Control G 4 (5)     CC group 2 (4) 

Table 1 page 397 

Family status 
(staying with family/living 
alone/housing facility) 

Partner, yes, n (%)Control G:  45 (55) CC group: 36 (67)  Table 1 page 397 

Prior episodes of 
relapse 
(#prior episodes/time; 
# hospitalizations/time; 
Duration of average episode) 

Most recent episode in past year, n (%) 0 
Manic or hypomanic Control G 21 (27) CC group:11 (22) 
Depressive Control G 42 (54) CC group:29 (58) 
No episode Control G 15 (19) CC group:10 (20) 
Time (months) with depressive symptoms in past 6 months: mean (s.d.)  
Control G 2.3 (2) CC group:  3.2 (2.1)  
Time (months) with manic symptoms in past 6 months: mean (s.d.)  
Control G 1.0 (1.5) CC group:1.0 (1.5)  
Severity of depression in past week (QIDS score): mean (s.d.)  
Control G 8.1 (5.1) CC group:10.5 (5.5)  
Severity of mania in past week (ASRM score): mean (s.d.)  
Control G 1.8 (2.4)  CC group:  2.3 (3.8)  

Table 1 page 397 

Notes:         

Measurements were performed at baseline (T0) and after 6 months 
(T6) and 12 months (T12). 
*Not Otherwise Specified 
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Intervention groups 
 Description as stated in report/paper 

 

Location in text or 

source (pg & 

¶/fig/table/other) 

Group name 

(Intervention/Tau) 

Control Group  

Collaborative Care Group 

p. 397 table 1 

No. of participants in 
groups 

(intervention and comparison 
group) 

Control Group   
Initial assessment n=82 
Completed assessment n=72 

Collaborative Care Group  
Initial assessment n=56 
Completed assessment n= 45 

p. 396 fig 1 

Theoretical basis  

(include key references)  

 

The rationale of collaborative care is that people with 
chronic and intermittent disorders benefit from treatments 
in which thencollaboration between patient and 
professionals is structured systematically and in which the 
self-management skills of the patient are enhanced.17  
Woltmann E, Grogan-Kaylor A, Perron B, Georges H, Kilbourne 
AM, Bauer MS. 
Comparative effectiveness of collaborative chronic care models 
for mental health conditions across primary, specialty, and 
behavioral health care settings: systematic review and meta-
analysis. Am J Psychiatry 2012; 169: 790–804. 

p. 394 intervention 

and Referencelist 

item 17 
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Description of 

Intervention 
 (of primary intervention, 

consumer involvement, 

structured intervention, psycho 

education, social therapy, CBT, 

coping skills training, Support 

social/peer) 

Our program consisted of: 
(a) The formation of a collaborative care team, including at 

least the patient, the nurse and the psychiatrist, where all 
decisions concerning treatment and care were made. If the 
patient consented, a family member or friend was invited to join 
the team. The team members met at 3 months, 6 months 
and 12 months. Coordination of care was provided by the 
mental health nurse in the role of care manager. 
(b) Contracting, aiming at achieving agreement within the 

collaborative care team on the most important problems and 
treatment activities. A treatment plan was made, formulated as a 
contract, in which goals and treatment activities were 
recorded.  
(c) Working with the treatment plan was based on systematic 
care needs assessment, making use of the Camberwell 

Assessment of Need. The execution and outcomes of the 
treatment plan were systematically monitored and evaluated by 
the collaborative care team. 
(d) Psychoeducation provided to patients and caregivers 
together in six sessions of 2 h each. 
(e) Problem-solving treatment (PST). This is a brief (six 

sessions) therapy, based on the principles of cognitive–
behavioural therapy, applied according to a strict protocol and 
aimed at improving practical skills to solve everyday problems. 
The rationale of PST is that by increasing problem-solving 
skills, patients’ understanding of the relationship between 
everyday problems and mood increases, resulting in the 
experience of regaining control over their own life. 
(f) Mood charting by means of the prospective Life Chart 

Method.16 

(g) Recognition of early warning signs of relapse, followed 
by predefined interventions as defined in a relapse 
preventionplan. 
(h) Pharmacotherapy and somatic care, continued as 

appropriate. 
In addition, in the collaborative care team continuous monitoring 
of effects took place, with specific attention to medication 
adherence. 

p. 394 Intervention 

Intervention: 
Integrated / 

multicomponent / 

complex intervention 

Multicomponent intervention p. 394 Intervention 

Intervention Location 
(Ambulant/housing 

facility/transition between 
hospital and ambulant) 

Ambulant mental health care clinics, in outpatient teams p. 393 Method 

Duration of intervention 
(Duration and number of 
intermittent periods of 
intervention activity) 

12 months p. 394 procedures 
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Timing during 
Intervention 
(e.g. frequency, duration of each 
intervention period) 

Team meetings at 3,6,and 12 months 

Psychoeducation  to patient and caregiver 6 x 2 hrs 

Problem Solving Therapy: 6 sessions 
Recognition of early warning signs of relapse, followed by 
predefined interventions as defined in a relapse prevention 
plan. 
Pharmacotherapy and somatic care, continued as appropriate. 
In addition, in the collaborative care team continuous monitoring 
of effects took place, with specific attention to medication 
adherence. 

 

p. 394 Intervention 

Intervention for 
comparison group 

Treatment as usual p. 393 Method 

Monitoring frequency 
(frequency of patient  and/ or 
staff monitoring of development 
based on intervention) 

Not stated 

Measurements were recorded at baselineT0, T6 and T12. 

p. 394 Measures 

Detecting EWS  
(Yes/No) 

Yes p. 394 Intervention 

Management plan/plan of 
action 

Yes p. 394 Intervention 

Treatment providers 
(e.g. no., profession, training, 
ethnicity etc. if relevant) 

15 special trained nurses and 4 psychiatrists p. 394 Procedure 

Location for intervention: 
Home visits/MHC center visits 

Ambulant mental health clinics,  Netherlands p. 393 Method 

Follow-up 
(Effect of intervention) 

At 6 months and 12 months p. 396 Primary 

outcome 

Reassessment 
(Baseline test/other) 

Reassessment at T6 and T12 p. 394 Measures 

Compliance From then description of the reasons for withdrawal, it 

appears than compliance was not the problem. 

Compliance is not further specified in the report. 

Fig 1. P. 396 

Confounders The method of recruitment is stated as a limitation, this 

might cause bias in terms of severity of disease among 

participants. Another limitation mentioned is the lack of 

masking in the Life Chart interview. 

p. 398 strenghts and 

limitations 

Outcomes 
 Description as stated in report/paper 

 

Location in text or 

source (pg & 

¶/fig/table/other) 

Outcome name The primary outcome measures were time spent with symptoms of 
mania or depression, and the severity of such symptoms, and the 
secondary outcome measure was medication adherence. 
. 

p. 393 Method 



8 

 

Outcome definition  
(change in number or severity 
of relapse/ regiment of 
handling relapse: Ambulant/ 
rehospitalisation) 

The primary outcomes were the duration of symptoms (measured 
longitudinally with the retrospective LCM) and the severity of 
symptoms at follow-up (measured at three time points with the 
QIDS and the ASRM scale). 

p. 395 Statistical 

analysis 

Time points measured 
(Time to relapse/time between 
relapse’) 

See p. 4 “prior episodes of relapse”  

 
Time with manic symptoms (LCM), months              control gr      collaborative care 
Between 6 months before baseline and T0                      1.0 (1.5)         1.0 (1.5) 
Between T0 and T6                                                                                0.8 (1.5)         1.1 (1.8) 
Between T6 and T12                                                                              0.5 (1.2)          0.4 (1.1) 
 
Time with depressive symptoms (LCM), 
months 
Between 6 months before baseline and T0                         2.3                 3.2 (2.1) 
Between T0 and T6                                                                                   2.2 (2.4)         2.0 (2.3) 
Between T6 and T12                                                                                 2.0 (2.3)         1.5 (2.1) 
 

Table 1 and 2 page 

397 

(Early) Warning Signs 
identified 
(list) 

Not described  

Number of (Early) 
Warning Signs 
experienced 

Not describe  

Management plan/plan 
of action 
Actions described for handling 
early warning signs/crisis 

Not described  

Time from detecting 
Early Warning Signs to 
relapse 

Not described  

Patient measuring/ 
reporting 
(Handling own disease/control 
over own life/ improved quality 
of life as a result of the 
intervention/tool?) 

Not provided       

Unit of measurement  
(No. of relapse/time) 

Time is measured in years, incidences are measured in no. Table 1 p. 397 

If outcome is measured 
by tool: Is tool 
validated? 

x  Yes  No 

 Unclear   

      p. 394 – 95 measures 

Imputation of missing 
data 
(for participant 
dropout/noncompliance) 

No       

Significance of findings 
(Benefit of intervention) 

After 6 months patients in collaborative care demonstrated a 
larger reduction in the number of months with depressive 
symptoms than patients in the TAU group, with a medium effect 
size (P=0.01). After 12 months this reduction was even larger 
(P=0.002). Severity of depressive symptoms improved more after 
12 months in patients who received collaborative care, compared 
with patients treated as usual (P=0.004) There was no significant 
difference between the two conditions in time with symptoms of 
mania. 
Both the effect of collaborative care at T12 on duration of 
depressive symptoms( P= 0.04) and severity of depressive 
symptoms remained significant (P= 0.03,). The effect 
on duration of symptoms at T6 lost significance ( P= 0.1). 

p. 396 primary 

outcome 
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Notes:    

Other 

Study funding sources 
(including role of funders) 

Not described       

Possible conflicts of 
interest 
(for study authors) 

Declaration of interest: None p.393 

Notes:         
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Data extraction form (version 21.05.2019) 
Cochranes data collection form for intervention review – RCTs and non-RCTs (1) was used as guide for 

development of this data extraction form 

General Information 
Date form completed 

(dd/mm/yyyy) 

21.06.2019 

Name/ID of person extracting 

data 

Kirsten Johansen 

Report title The effect of family intervention on chronic schizophrenics under 

individual psychosocial treatment: a 3 year study 

Report ID ( ex. First author) V. Tomaras 

Reference details 

(author/journal/year) 

V Tomaras et al, Soc Psychiatry Psychiatr Epidemiol(2000) 35: 487-493 

Report author contact details V.Tomaras 

Athens University Medical School, Department of psychiatry, Eginition 

Hospital, 75 Vas. Sofias Aveue, Athens 115 28, Greece 

Publication type  (e.g. full 

report, abstract, letter) 

Journal article 

Conflicts of interest None stated 

Study eligibility 

Study 

Characteristics 

Eligibility criteria 

(Insert inclusion criteria for each 

characteristic as defined in the Protocol) 

Eligibility criteria met?  Location in text or 

source (pg & 

¶/fig/table/other) 
Yes No Unclear 

Type of study Randomised Controlled Trial     

Case-control Trial     

Controlled Before and After Study     

Qualitative study     

Other design (specify):  

Non-randomized controlled intervention 

study 

x    

p. 488, col 2 

section “study 

design” 

General information 874 
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Participants Patients with schizophrenia or 

schizoaffective disorder x    
p. 488 section 

“subjects and 

methods”, criteria 2. 

Types of 

intervention 

Individual psychosocial intervention with 

family intervention 
x    

p. 488 section “study 

design”, paragraph 1 

Types of 

comparison 

Individual psychosocial intervention 

without family intervention 
x    

p. 488 section “study 

design”, paragraph 1 

 

INCLUDE  x  

 

 

Notes: 

 

Characteristics of included studies  

Method 

 Descriptions as stated in report/paper Location in text or 

source (pg & 

¶/fig/table/other) 

Aim of study  

(e.g. efficacy, 

equivalence, 

pragmatic) 

1.To test, within the context of medication, if family intervention combined 

with individual psychosocial treatment is more effective than individual 

psychosocial treatment in improving the clinical and social prognosis of 

schizophrenic patients, and 

2. whether family intervention exerts its possible beneficial effect on the 

patients through the modification of emotional interactions, i.e. the 

reduction of EE in their families 

p. 488 col 1, bottom, 

pin 1 and 2 

Design 

(e.g. parallel, 

crossover, non-RCT) 

A controlled intervention study with follow-up Pp 488-9, section 

study design 

Unit of allocation 

(units from which 

patients are recruited) 

Subjects were recruited from patients attending a 

rehabilitation unit of the department of Psychiatry, University 

of Athens 

p. 488, subjects and 

methods section, 

paragraph 1. 

Start date   

End date   

Duration of 

participation 

(from recruitment to 

last follow-up) 

12 months of treatment, follow-up at 12 and 24 months after 

termination of treatment 

3 years duration 

p. 489 col 1 

paragraph 1 
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Ethical approval 

needed/ obtained for 

study 

 Yes  

 No  

x  Unclear 

            

Notes:         

Participants 
 Description 

Include comparative information for each intervention or 

comparison group if available 

Location in text or 

source (pg & 

¶/fig/table/other) 

Population description 

(from which study 

participants are drawn) 

Subjects that were attending vocational training at the 

rehabilitation unit of the Department of Psychiatry, 

University of Athens 

p. 488, subjects and 

methods section, 

paragraph 1. 

Setting 

(ambulant, inpatient or 

transition) 

Outpatient setting p. 488, subjects and 

methods section, 

paragraph 1. 

Inclusion criteria  Age 19-40 

Diagnosis: Schizophrenia or schizoaffective disorder according to DSM-III-R 

Be in remission at inclusion, be under neuroleptic medication, reside with 

family 

p. 488, col 2 “subjects 

and methods” 

Exclusion criteria None stated       

Method of recruitment 

of participants (e.g. 

phone, mail, clinic 

patients) 

Recruitment period not described 

2 months pre-training/observation period to confirm partipants clinical 

stability and motivation to attend the rehabilitation program, the total 

population reached 125. 

p. 488, col 2 “subjects 

and methods” 

Informed consent 

obtained 

 Yes  No 

 Unclear  

Not stated       

Total no. randomised  
(or total pop. at start of 

study for NRCTs) 

N = 75 

( high EE n=40) divided in two groups 

(Low EE n=35) 

p. 488-89, col 2 

“subjects and 

methods”, baseline 

assessment and study 

design 
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Clusters 

(if applicable, no., type, 

no. people per cluster) 

Systematic selection process of included patients. 

Two high EE groups n=20 each 

One low EE roup n=35 

p. 488-89, col 2 

“subjects and 

methods”, baseline 

assessment 

Baseline information 

-assessment 

-severity of illness 

-medical treatment 

# previous 

hospitalizations (mean) 

Current psychopathology assessed by Brief Psychiatric Rating Scale(BPSR), 

Psychological function assessed by Global assessment Scale (GAS), 

Disability was assessed by Disability Assessment Schedule (DAS), 

selectively sections for overall behaviour, social role performance and 

global evaluation ( all applicable to outpatients) 

Gender: Female:21; Male 54 ; mean age (+/- SD): 29,2 +/- 5,6 years 

Mean duration of illness:8.0 +/- 5.6 years 

Mean no of hospitalizations 2.1 +/- 2.2 and their total length 5.1 +/- 7.2 

months, mean BPRS 33.8 +/-11.0, mean GAS 46.9 +/-9.0,  mean DAS global 

evaluation 2.9 +/-0.9, mean no of DSM-III-R residual symptoms was 4.0+/- 

1.8 

Living arrangement: 60/75 living with parents; 12/75 with siblings or 

relatives; 3/75 married or cohabiting. Every adult member of the 

household was designated a key relative.  121/125key relative were 

interviewed with Camberwell Family interview. Cut-off point for critical 

comments: 6, for emotional comments :4 

40 participants ( 53.3%) residing in high EE households, 51 ( 41.2%) key 

relative were classified as high EE due to emotional overinvolvement ( 31 

over-involvement, 16 hostile, 4 combined) 

p. 488, col 2 “subjects 

and methods”, 

baseline assessment 

Withdrawals and 

exclusions 

(if not provided below 

by outcome) 

10 dropouts during the intervention. 

Of the remaining 65 12 withdrew during the follow-up period. The total 

attrition rate of the sample was 29%. 30% of patients in experimental 

group dropped, 40% in the control group dropped and 23% in the low EE 

group dropped. 

Of the 107 key relatives pertaining to the 65 patients 4 dropped out. 

p. 489 section 

“Drop-outs” 

Age 
(At onset /first episode) 

Not stated       

Sex Gender: Female:21; Male 54 p. 488, col 2 “subjects 

and methods”, 

baseline assessment 

Participant ethnicity Not stated       

Diagnosis 
(criteria) 

Diagnosis: Schizophrenia or schizoaffective disorder according to DSM-III-R p. 488, col 2 “subjects 

and methods” 

Family status 

(staying with 

family/living 

alone/housing facility) 

Living arrangement: 60/75 living with parents; 12/75 with siblings or 

relatives; 3/75 married or cohabiting 
p. 488, col 2 “subjects 

and methods”, 

baseline assessment 

Prior episodes of relapse 

(#prior episodes/time; 

# hospitalizations/time; 

Duration of average episode) 

Mean no of hospitalizations 2.1 +/- 2.2 and their total length 5.1 +/- 7.2 

months 
p. 488, col 2 “subjects 

and methods”, 

baseline assessment 
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Notes:         

 

 

Intervention groups 
 Description as stated in report/paper 

 

Location in text or 

source (pg & 

¶/fig/table/other) 

Group name 

(Intervention/Tau) 

High-EE patients experimental( n=20)  or control (n=20) 

Low-EE all control(n=35) 

Section study design 

pp. 488-489 col 1 

No. of participants in 

groups 

(intervention and 

comparison group) 

High-EE patients experimental (8 n=20)receiving individual and family 

treatment   

High-EE control (n=20) receiving individual treatment 

Low-EE all control(n=35)Receiving individual treatment 

Section study design 

pp. 488-489 col 1 

Theoretical basis  

(include key references)  

The growing evidence that family factors are associated with the 

course of schizophrenia 

Brown, Birkley and Wing(1972) Influence of family life on the course 

of schizophrenic disorders: a replication Br J Psychiatry 121: 241-258 

p. 487 introduction 
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Description of Intervention 

 (of primary intervention, 

consumer involvement, 

structured intervention, 

psycho education, social 

therapy, CBT, coping skills 

training, Support 

social/peer) 

The intervention contained individual treatment for patients and a 

family intervention for key relatives. 

Individual treatment: Duration 12 months. Vocational and social skills 

training. 5 hrs daily, 5 days a week. Vocational training concentrated 

on light industrial tasks, punctuality,, acceptance of work discipline, 

cooperation with work mates and staff, reasonable standard of 

finished work. Social training was conducted weekly in groups and 

individually. Patients were prompted to express feelings, interests and 

desires, and to recognize others emotions and attitudes. Principles of 

practice included praise, feedback and instructions. Collaborative 

problem solving. Medication compliance was addressed both in 

groups and during individual counselling. Insipient relapse or 

noncompliance was reported to psychiatrist of key relatives. 

Family intervention. 13 relatives’ group sessions, conducted monthly. 

Duration 90 min. The sessions were conducted by 2 therapists. Each 

group consisted of 6-8 key relatives, including 1 or 2 low-EE, for 

modelling purposes. The aim of the intervention was: 

1)Provide relatives with supporting environment 2)inform about 

schizophrenia and its management 3) offering hope for the future/ 

realize possible influence on disorder 4)assist relative to reduce 

criticism of patient and increase patient independence 5)Avoid 

relative centring life around patient sacrificing own needs and health 

6) expose/prompt alternative attitudes and behaviours. 

The initial sessions contained 4x 15 min lectures on the content from 

the guideline for psychoeducational model. 

Beside the group sessions, individual family sessions were offered to 4 

families in need during the last 6 months af the intervention period. 

p. 489 treatment 

section 

Intervention: 

Integrated / 

multicomponent / 

complex intervention 

A multicomponent intervention, containing individual treatment for 

control group, low EE patients, family intervention and individual 

treatment for high for experimental and control group of high EE 

patients. 

pp. 488-489 col 1 

section Study design  

Intervention Location 

(Ambulant/housing 

facility/transition between 

hospital and ambulant) 

No other location than the Department of Psychiatry, University of 

Athens is mentioned 

p. 488, section 

Subjects and 

methods, paragraph 

1. 

Duration of intervention 

(Duration and number of 

intermittent periods of 

intervention activity) 

2 months of pre-training followed by 12 months intervention duration p. 488, section 

Subjects and 

methods, paragraph 

1.; p. 489 treatment 

section paragraph 1 

Timing during Intervention 

(e.g. frequency, duration of 

each intervention period) 

High-EE patients: Individual patient treatment was 5 hrs daily 5 days a 

week in 12 months.  

Family intervention was 13 group sessions, conducted once/months 

for a year. The last 6 months with special sessions for families in need.  

p. 489 treatment 

section paragraph 1 
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Intervention for 

comparison group 

Low-EE patients received control ( = individual) treatment for 12 

months 

High-EE patients control received individual treatment for 12 months, 

without family intervention  

p. 489 treatment 

section paragraph 1 

Monitoring frequency 

(frequency of patient  and/ 

or staff monitoring of 

development based on 

intervention) 

No specific monitoring time during the intervention is described. 

However it is described that signs of noncompliance, side effects or 

relapse is reported to psychiatrist or key relative. 

 

p. 489 treatment 

section paragraph 1 

Detecting EWS  

(Yes/No) 

no  

Management plan/plan of 

action 

Not described       

Treatment providers 

(e.g. no., profession, 

training, ethnicity etc. if 

relevant) 

Therapists, not specified p. 489 col 1, 

treatment section 

paragraph 2. 

Location for intervention: 

Home visits/MHC center 

visits 

Not stated       

Follow-up 

(Effect of intervention) 

12 and 24 months after end of treatment p. 489 col 1 

paragraph 1. 

Reassessment 

(Baseline test/other) 

At end of treatment, all the test from baseline was repeated p. 489 col 1 

paragraph 1. 

Compliance Medication compliance at psot treatment, first and second follow-up 

was 16.9%, 12.3% and 15.1% 

p.490 section 

“Medication 

compliance” 

Confounders   

Outcomes 
 Description as stated in report/paper 

 

Location in text or 

source (pg & 

¶/fig/table/other) 
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Outcome name Relapse, Hospitalization, Clinical exacerbation p. 489 paragraph 2 

Outcome definition  

(change in number or 

severity of relapse/ 

regiment of handling 

relapse: Ambulant/ 

rehospitalisation) 

Relapse: defined as a return to florid symptoms, or an exacerbation of 

pre-existing ones, lasting for at least 1 week and requiring changes in 

management, such as hospital admission or an increase in current 

antipsychotic medication by at least 50%. 

Hospitalization was defined as an admission to a psychiatric ward for at 

least 2 days. 

Clinical exacerbation: as quantified by BPRS scores 

p. 489 col 1 

paragraph 2 

Time points measured 

(Time to relapse/time 

between relapse’) 

Na  

(Early) Warning Signs 

identified (list) 

Na  

Number of (Early) 

Warning Signs 

experienced 

Na  

Management plan/plan 

of action 

Actions described for 

handling early warning 

signs/crisis 

None described 

However it is described that signs of noncompliance, side effects or 

relapse is reported to psychiatrist or key relative. 

  

p. 489 treatment 

section paragraph 1 

Time from detecting 

Early Warning Signs to 

relapse 

Not described  

Patient measuring/ 

reporting 

(Handling own disease/control 

over own life/ improved quality 

of life as a result of the 

intervention/tool?) 

Not described       

Unit of measurement  

(No. of relapse/time) 

Relapse rate and no of hospitalizations p. 490 Result section 

Table 1A,B  

If outcome is measured 

by tool: Is tool validated? 

x  Yes  No 

 Unclear   

BPRS, GAS, DAS, Chamberwell 

family interview 

p. 489, col 1 

paragraph 1. 
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Imputation of missing 

data 

(for participant 

dropout/noncompliance) 

All dropouts entered the statistical analysis as relapses and 

hospitalizations in both follow-up years. Due to shortcomings 

concerning dropouts, analysis to protocol was adopted as the most 

applicable design. To this purpose, dropouts were excluded from 

statistical analysis. 

p. 489 section “Drop-

outs” 

Significance of findings 

(Benefit of intervention) 

Reduced relapse in the high-EE experimental group ( 25 %) compared to 

the control group (55%)  one year after the intervention was statistical 

significant ( P=0.05). Results at 2 year follow-up was not significant. 

p. 490 Result section 

Table 1A,B 

Notes:    

 

Other 

Study funding sources 

(including role of funders) 

None described       

Possible conflicts of 

interest (for study authors) 

None described       

Notes:         
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Data extraction form (version 21.05.2019) 
Cochranes data collection form for intervention review – RCTs and non-RCTs (1) was used as guide for 

development of this data extraction form 

General Information 
Date form completed 
(dd/mm/yyyy) 

22.07.2019 

Name/ID of person extracting 
data 

Kirsten Johansen 

Report title Prevention of rehospitalization in schizophrenia: 
results of an integrated care project in Germany 

Report ID  
(ex. First author) 

Christian Schmidt-Kraepelin 

Reference details 
(author/journal/year) 

Christian Schmidt-Kraepelin, Birgit Janssen, Wolfgang Gaebel 
Eur Arch Psychiatry Clin Neurosci (2009) 259 (Suppl 2):S205–S212 
DOI 10.1007/s00406-009-0056-7 

Report author contact details C. Schmidt-Kraepelin  

LVR-Klinikum Du¨sseldorf, Department of Psychiatry 

and Psychotherapy, Heinrich-Heine-University Du¨sseldorf, 

Bergische Landstraße 2, 40629 Du¨sseldorf, Germany 

e-mail: Christian.Schmidt-Kraepelin@lvr.de 

Publication type  (e.g. full report, 

abstract, letter) 
Full report 

Conflicts of interest Conflict of interest statement: Christian Schmidt-Kraepelin: None. 

Birgit Janssen: None. Gaebel W (from 2008 until now): Wolfgang 

Gaebel has received speakers honoraria and research grants from the 

following companies: Astra Zeneca GmbH, Wedel; Janssen-Cilag 

GmbH, Neuss; Lilly Deutschland GmbH, Bad Homburg; Servier 

Deutschland GmbH, Mu¨nchen. He is a member of the Scientific 

Advisory Board of: Janssen Cilag GmbH, Neuss; Lilly Deutschland 

GmbH, Bad Homburg; Lundbeck Foundation, Denmark; Wyeth 

Pharma GmbH, Mu¨nster 

Study eligibility 

Study 

Characteristics 

Eligibility criteria 

(Insert inclusion criteria for each characteristic as 

defined in the Protocol) 

Eligibility criteria met?  Location in text or 

source (pg & 

¶/fig/table/other) Yes No Unclear 

Type of study Randomised Controlled Trial     

Case-control Trial     

Controlled Before and After Study     

Qualitative study     

Other design (specify): 
Un-blinded non-randomized controlled trial 
(intervention study) 

 

x    

Methods section p. 

206 

General information  944 
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Participants Patients with schizophrenia x    
Methods, subjects p. 

206 

Types of 
intervention 

Relapse prevention intervention( reduce 

rehospitalization in the intervention group) 
x    

Objectives p. 206 

Types of 
comparison 

Matched Control group 
x    

Subjects p. 206-7 

 

INCLUDE x  

 

 

Notes: Does Gaebels engagement in the mentioned 

companies present a conflict/problem? 

 

Characteristics of included studies  

Method 
 Descriptions as stated in report/paper Location in text 

or source (pg & 

¶/fig/table/other) 

Aim of study  
(e.g. efficacy, equivalence, 
pragmatic) 

To reduce rates of rehospitalizations in patients with schizophrenia 

that have formerly shown highly frequent alterations between in- and 

outpatient care. 

 

p.206, objectives 

Design 
(e.g. parallel, crossover, 
non-RCT) 

An un-blinded, non-randomized controlled intervention study. p. 206 Methods 

Unit of allocation 
(units from which patients 
are recruited) 

Patients for this study was recruited during their inpatient treatment 

at the psychiatric hospital of the LVR-Klinikum 

Du¨sseldorf 

p. 206 subjects 

Start date Not specified       

End date Not specified       

Duration of 
participation 
(from recruitment to last 
follow-up) 

6 months intervention and follow-up at 6 months and 12 

months after baseline 

p. 206 methods 

Ethical approval 
needed/ obtained for 
study 

x  Yes  

 No  

 Unclear 

The study was approved by the 

local ethics committee 

p. 208 col 1 

paragraph 2 

Notes:         
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Participants 
 Description 

Include comparative information for each intervention or 

comparison group if available 

Location in text or 

source (pg & 

¶/fig/table/other) 

Population description 
(from which study 
participants are drawn) 

Patients with schizophrenia or schizoaffective disorder were 
recruited during their inpatient stay at he psychiatric hospital of 
the LVR-Klinikum Düsseldorf 

p.206 subjects and 

table 1 p. 208 

Setting 
(ambulant, inpatient or 
transition) 

Ambulant setting, at the treating psychiatrist’s clinic p. 207 col 2 

paragraph 1 

Inclusion criteria  Diagnosis of schizophrenia, 18–65 years of age, a clinical state that 
justified ambulatory care, and the availability of informed consent. 
In order to limit our target population to ‘‘high utilizing’’ patients, 
only patients with a prior hospitalization 24 months before the 
index stay were included in the study sample 

p. 206 subjects 

Exclusion criteria Lack of motivation to participate, homelessness, and supervised 
housing. 

p. 207 col 1 

paragraph 1 

Method of recruitment 
of participants  
(e.g. phone, mail, clinic 

patients) 

Participants for this study were recruited during their 
inpatient treatment at the psychiatric hospital of the LVR-Klinikum 
Du¨sseldorf, Recruitment of the IG was conducted prior to 
discharge, by trained interviewers 

P. 206 Subjects and 

Procedure p. 207 

Informed consent 
obtained 

x  Yes  No 

 Unclear  

      p. 207 intervention 

Total no. randomised  
(or total pop. at start of 
study for NRCTs) 

N = 93 p. 207 paragraph 1 

Clusters 
(if applicable, no., type, no. 
people per cluster) 

Intervention group n=46 

Control group n= 47 

p. 207 paragraph 1 

Baseline information 
-assessment 
-severity of illness 
-medical treatment 
# previous hospitalizations 
(mean) 

The baseline assessment included psychopathology measured with 
the Positive and Negative Symptom Scale (PANSS), global 
functioning assessed with the Global Assessment of Functioning 
(GAF), an assessment of the Clinical Global Impression (CGI), a list 
of burden factors (DSM IV), the subjective quality of life using the 

‘‘Berlin Life Quality Profile’’ (German version of the Lancashire 
Quality of Life Profile) treatment satisfaction (Fragebogen zur 
Patientenzufriedenheit (ZUF-8), and the numbers of previous 
hospital admissions. 

p. 207 procedure 

Withdrawals and 
exclusions 
(if not provided below by 
outcome) 

11.1% of patients in the intervention group aborted treatment. In 
one case it was due to a change to a treating psychiatrist that 
was not taking part in the project. In 4 cases it was due to losing 
contact to the patient that could not be restored via telephone or 
home visits. 

p.208 Results 

Age 
(At onset /first episode) 

Age, mean (SD) : Intervention Group: 40.3 (10.7); Control group:  46.0 (10.7) p. 208 table 1 

Sex Sex %: Intervention Group: 48.9% female, 51.1 % male 

Control group:61.1 % female, 38.9 % male 

p. 208 table 1 

Participant ethnicity Not stated       



4 

 

Diagnosis 
(criteria) 

Intervention Group: F20( Schizophrenia)%: 76; F25( schizoaffective 
disorder) %: 24.  
Control Group: F20( Schizophrenia)%: 76; F25( schizoaffective 
disorder) %: 24. 
 

p. 208 Table 1 

Family status 
(staying with family/living 
alone/housing facility) 

Intervention Group: Living in partnership(%): 17 
Control Group: Living in partnership(%): 11.1 

 

p. 208 Table 1 

Prior episodes of 
relapse 
(#prior episodes/time; 
# hospitalizations/time; 
Duration of average episode) 

Prior inpatient stays ( mean) 
Intervention group:7.3 
Control group: 7.3 

p. 208 Table 1 

Notes:         

 

 

Intervention groups 
 Description as stated in report/paper 

 

Location in text or 

source (pg & 

¶/fig/table/other) 

Group name 

(Intervention/Tau) 

Intervention Group 
Control Group 

p. 206 main 

Hypothesis 

No. of participants in 
groups 

(intervention and comparison 
group) 

Intervention Group n=46 

Control Group n=47 

p. 207 col 1 

paragraph 1 

Theoretical basis  

(include key references)  

Emsley R, Chiliza B, Schoeman R (2008) Predictors of long-term 

outcome in schizophrenia. Curr Opin Psychiatry 21(2):173–177 
Reference  10 p. 211 
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Description of 

Intervention 
 (of primary intervention, 

consumer involvement, 

structured intervention, psycho 

education, social therapy, CBT, 

coping skills training, Support 

social/peer) 

The choice of measures in the intervention is mainly 
dependent on the application of the DCS*. The software is 
based on the documentation of diagnostic and therapeutical 
procedures by the treating psychiatrist. When predefined 
thresholds in psychopathology (e.g., deterioration in the 
PANSS) or clinical key aspects (e.g., suicidal tendency, 
social withdrawal, compliance with pharmacotherapy) are met, 
the application displays appropriate recommendations. These 
recommendations are based on the guidelines of the DGPPN** 
and refer to each patient’s specific sociodemographic 
characteristics. Besides medical interventions, the software 
also includes recommendations for psycho- or socio-
therapeutic interventions. The treating psychiatrist was then 
asked to inform and to offer the appropriate intervention to 
the patient. The following interventions were conducted 
in this survey: psychoeducation, social competence group 
therapy (GSK), integrated psychological therapy (IPT), 
computer based cognitive training (Cogpack, Janssen-Cilag 
Edition), coping skills training, socio-therapy according to 
German social law, social worker care, nursing home 
treatment, assistance to family members, emergency call-in 
line. 

p. 207-8 intervention 

*Schizophrenia 

Decision support 

module 

**German Society for 

psychiatry and 

psychotherapy 

Intervention: 
Integrated / 

multicomponent / 

complex intervention 

Complex intervention p. 207 Intervention 

Intervention Location 
(Ambulant/housing 

facility/transition between 
hospital and ambulant) 

Outpatient setting at the treating psychiatrist. p. 207 Intervention 

Duration of intervention 
(Duration and number of 
intermittent periods of 
intervention activity) 

6 months p. 206 Methods 

Timing during 
Intervention 
(e.g. frequency, duration of each 
intervention period) 

Not specified  

Intervention for 
comparison group 

CG received treatment as usual by external psychiatric 

specialists or the hospital outpatient care units. The rate of 

rehospitalizations of the CG was also assessed with the hospital 

electronic database. 

p. 207 col 1 

paragraph 1 

Monitoring frequency 
(frequency of patient  and/ or 
staff monitoring of development 
based on intervention) 

The monitoring during the intervention was guided by the Schizophrenia 
Decision support software, which in turn is based on German guidelines for 
psychiatry and psychotherapy. When predefined thresholds in 
psychopathology or clinical aspects are met the software recommend medical, 
psycho or socio-therapeutical  interventions. 

p. 207 intervention 

Detecting EWS  
(Yes/No) 

no  

Management plan/plan of 
action 

no       

Treatment providers 
(e.g. no., profession, training, 
ethnicity etc. if relevant) 

The treatment-team consisted of two physicians, two 

psychologists, one psychotherapist, a nurse specialized in 

psychiatry and psychotherapy, and a social worker. 

p. 208 col 1 

paragraph 1 
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Location for intervention: 
Home visits/MHC center visits 

Ambulant mental health care setting. All measures of the complex intervention 
were carried out or 

arranged by the ambulatory treating physician. 

p. 207 col 2 

paragraph 1 

Follow-up 
(Effect of intervention) 

At 6 and 12 months after index  hospital discharge date. p. 206 methods 

section 

Reassessment 
(Baseline test/other) 

Reassessments at 6 and 12 months of the primary outcome 

parameter ‘‘rehospitalization’’ in all patients were assured 
almost completely due to the health care mandate of the 

LVR-Klinikum Du¨sseldorf. The design is set up to test the 

main effect of the intervention, i.e., a reduced hospital 

readmission rate in the IG at 6 and 12 months. 

p. 206 methods 

section 

Compliance Not described. See “withdrawals and exclusion”       

Confounders In order to avoid biases from concealed differences between both 

groups, a ‘‘mirror-image design’’ was applied: patients in the CG, for 

example, may have been more seriously ill at the time of discharge 

than those in the IG, thus leading to a diverging need for readmissions 

between the groups. 

p. 208 col 1 statiistical 

analysis 

Outcomes 
 Description as stated in report/paper 

 

Location in text or 

source (pg & 

¶/fig/table/other) 

Outcome name rehospitalization  

Outcome definition  
(change in number or severity 
of relapse/ regiment of 
handling relapse: Ambulant/ 
rehospitalisation) 

Rehospitalization rate and length of stay p. 209 intervention 

Time points measured 
(Time to relapse/time between 
relapse’) 

Hospitalizations in a 24 months period before baseline 

were counted. Rehospitalization rate after 12 months (%) 

and lengthf stay (days) 

p. 209 intervention 

(Early) Warning Signs 
identified 
(list) 

na  

Number of (Early) 
Warning Signs 
experienced 

na  

Management plan/plan 
of action 
Actions described for handling 
early warning signs/crisis 

na  

Time from detecting 
Early Warning Signs to 
relapse 

na  

Patient measuring/ 
reporting 
(Handling own disease/control 
over own life/ improved quality 
of life as a result of the 
intervention/tool?) 

na       
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Unit of measurement  
(No. of relapse/time) 

No of relapse/12 months p. 209 intervention 

and Mirror image 

design 

If outcome is measured 
by tool: Is tool 
validated? 

 Yes  No 

 Unclear   

Statistical calculation based 

on count 

p. 209 intervention 

Imputation of missing 
data 
(for participant 
dropout/noncompliance) 

Dropouts were treated differently with regard to the analysis specified: 

outcome measure in the confirmatory analysis was a hospital readmission 

within 12 months after discharge. In cases of absence or withdrawal from 

treatment, the outcome was assessed by studying hospital files. 

p. 208 statistical 

analysis paragraph 4. 

Significance of findings 
(Benefit of intervention) 

Within the IG, there were significantly more re-hospitalizations 

12 months prior to the index stay than during 12 months follow up 

(p\0.001). Patients of the IG were admitted to inpatient treatment more 

frequently (mean 1.4) prior to the index stay than during the follow up 

(mean 0.92). The difference was highly significant (p\0.001). The length 

of stay differed, but not significantly. 

In the control group there was an increase compared to pre-study periods. 

The rehospitalization rate after 12 months was 41% in the IG, while 64% 

of the patients from the CG were re-administered. The number of 

readmissions within this period was significantly lower in the IG than in 

the CG (p = 0.018). 

p. 209-10 mirror 

image design 

Notes:    

 

Other 

Study funding sources 
(including role of funders) 

Not described  

Possible conflicts of 
interest 
(for study authors) 

As part of the intervention is medical treatment, the 

involvement of the author W. Gaebel in medical 

industries/companies might present an issue 

p. 211 conflict of 

interest 

Notes:         
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Data extraction form (version 21.05.2019) 
Cochranes data collection form for intervention review – RCTs and non-RCTs (1) was used as guide for 

development of this data extraction form 

General Information 
Date form completed 
(dd/mm/yyyy) 

29.07.2019 

Name/ID of person extracting 
data 

Kirsten Johansen 

Report title The study includes 2 full reports: 

1.Family-Focused Treatment of Bipolar Disorder: 1-Year Effects of a Psychoeducational 

Program in Conjunction with Pharmacotherapy 

and  

2.A randomized study of family-focused psychoeducation and pharmacotherapy in the 

outpatient management of Bipolar disorder. 

Report ID  
(ex. First author) 

David J. Miklowitz 

Reference details 
(author/journal/year) 

1.David J. Miklowitz, Teresa L. Simoneau, Elizabeth L. George, Jeffrey A. Richards, 

Aparna Kalbag, Natalie Sachs-Ericsson, and Richard Suddath;  

Biol Psychiatry 2000;48:582–592  

And 

2. David J. Miklowitz, Elizabeth L. George, Jeffrey A. Richards, Teresa L. Simoneau and 

Richard Suddath; 

Arch Gen Psychiatry. 2003; 60:904-912  

Report author contact details David J. Miklowitz, Ph.D., University of Colorado at 

Boulder, Muenzinger Psychology Building, Campus Box 345, Boulder CO 

80309-0345.; 

Publication type  (e.g. full report, 

abstract, letter) 
Full report research article 

Conflicts of interest None stated 

Study eligibility 

Study 

Characteristics 

Eligibility criteria 

(Insert inclusion criteria for each characteristic as 

defined in the Protocol) 

Eligibility criteria met?  Location in text or 

source (pg & 

¶/fig/table/other) Yes No Unclear 

Type of study Randomised Controlled Trial 

x    

p. 583 col 1 
paragraph 2; 
p. 905 col 1 

paragraph 2 

Case-control Trial     

Controlled Before and After Study     

Qualitative study     

Other design (specify):     

Participants Patients with bipolar disorder type 1 x    p. 583 Subjects 

General information  1909 and 1915 
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Type of 
intervention 

manual-based program Family-focused 
therapy with pharmacotherapy  

x    
p.582 col 1 and 583 

col 1 paragraph 2 

Types of 
comparison 

standard care consisting of education and crisis 

management with pharmacotherapy x    
p. 583 col 1 

paragraph 2 

 

INCLUDE  x  

 

 

Notes: 

 

Characteristics of included studies  

Method 
 Descriptions as stated in report/paper Location in text 

or source (pg & 

¶/fig/table/other) 

Aim of study  
(e.g. efficacy, equivalence, 
pragmatic) 

This study was performed to examine a 9 months manual based 

program of family focused psychoeducational treatment(FFT) and to 

determine whether combining FFT with pharmacotherapy during a 

post episode interval enhances patients’ mood stability during 

maintenance treatment. 

p. 583 col 1 and p. 

904 background 

Design 
(e.g. parallel, crossover, 
non-RCT) 

Randomized controlled trial p. 583 col 1 

paragraph 2 

Unit of allocation 
(units from which patients 
are recruited) 

Bipolar patients (N = 101) were recruited from four psychiatric 

inpatient units in the Boulder/Denver, Colorado, region (n = 82) 

or were referred to the study as outpatients (n = 19). 

p.583 subjects  

Start date Not stated       

End date Not stated       

Duration of 
participation 
(from recruitment to last 
follow-up) 

2 weeks after SCID interview intake patients were randomly assigned to one 

of two 9 months psychosocial protocols. Duration including follow-up was 2 

years 

p. 583 psychosocial 

treatment 

p. 905 col 1 

paragraph 2 

Ethical approval 
needed/ obtained for 
study 

x  Yes  

 No  

 Unclear  

The study was approved by Colorado’s 

Human research Committee. 

The study began in 1990 

p. 905 paragraph 2 

Notes:         

Participants 

 Description 

Include comparative information for each intervention or 

comparison group if available 

Location in text or 

source (pg & 

¶/fig/table/other) 
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Population description 
(from which study 
participants are drawn) 

Bipolar patients (N = 101) were recruited from four psychiatric 

inpatient units in the Boulder/Denver, Colorado, region (n = 82) 

or were referred to the study as outpatients (n = 19). Inclusion 

criteria included 1) a DSM-III-R (American Psychiatric Association 

1987) diagnosis of bipolar I disorder, manic (n = 51), 

mixed (n = 35), or depressed episode (n = 15) in the previous 

3 months, based on the Structured Clinical Interview for DSMIII- 

R, Patient Version (SCID-P; Spitzer et al 1992); 

p. 583 subjects 

Setting 
(ambulant, inpatient or 
transition) 

The core study questions concerned the efficacy of psychosocial treatment 

in the context of pharmacotherapy as practiced in community settings. 

Ambulant setting. 

p. 583 

pharmacotherapy 

Inclusion criteria  Age  between 18 and 60 years; 3) no neurologic disorder or developmental 

disability; 4) no DSM-III-R drug or alcohol disorders in the previous 6 

months; 5) living with or in regular contact (≥4 hours/week) with close 

relatives (37 with parents, 56 with spouses, seven with siblings, and one 

with an adult offspring); 6) willingness to commit to pharmacotherapy 

involving mood stabilizers or antipsychotic medications; 7) English 

speaking; and 8) willingness of patients and relatives to provide written 

informed consent following explanation of the study. 

p. 583 subjects 

Exclusion criteria None stated       

Method of recruitment 
of participants  
(e.g. phone, mail, clinic 

patients) 

The 101 participants were drawn from 698 inpatients and 

outpatients who were screened for the study and whose medical 

records indicated a primary or rule-out diagnosis of bipolar 

disorder. Of these 698 patients, 597 were excluded for the 

following reasons: no regular contact with a family member, the SCID 

diagnosis was not bipolar disorder  aged less than 18 or greater than 60, 

concurrent substance abuse or dependence disorders, neurologic disorders, 

participation refused by the patient or relatives, lived too far 

away, unwilling or unable to take medication, non-English speaking, or 

other reasons. 

p. 583 col 2 

paragraph 3 

Informed consent 
obtained 

x  Yes  No 

 Unclear  

      p. 583 col 2 

paragraph 1 

Total no. randomised  
(or total pop. at start of 
study for NRCTs) 

N=101 at study start p. 583 psychosocial 

treatment 

Clusters 
(if applicable, no., type, no. 
people per cluster) 

A 1:2 formula was used, to one of two 9-month psychosocial protocols: 

FFT with pharmacotherapy (N = 31) or CM with pharmacotherapy 

(N = 70). This 1:2 randomization strategy, chosen before beginning the 

trial, was based on a single consideration: Case flow estimates in our 

catchment area indicated that we would encounter a greater number of 

prospective participants than could be treated with FFT, given the number 

of available FFT clinicians. 

p. 583 psychosocial 

treatment 

Baseline information 
-assessment 
-severity of illness 
-medical treatment 
# previous hospitalizations 
(mean) 

Patient:  

SCID-P interview( covering an acute episode within 3 months); SADS-C ( Interview 

- based Schedule for Affective Disorders and Schizophrenia) To assess the adequacy 

of the maintenance pharmacotherapy, patients’ medication regimes at the time of 
each symptom interview were rated on the Maintenance Treatment Scales 

Relatives: 

The Camberwell Family Interview a 1-1.5-hour, audiotaped, semistructured 
interview concerning their emotional reactions to the development of the patient’s 

bipolar illness. 
. 

p. 584-5 measures 

Withdrawals and 
exclusions 
(if not provided below by 
outcome) 

Study completers (N = 79) participated in research interviews for the 12-

month study protocol. Of the remaining 22 patients in the intent-to-treat 

sample, 17 refused involvement shortly after entering the study 

(i.e., after randomization), 3 were administratively terminated because of 

diagnostic ambiguities, and 2 moved away. Dropping out was somewhat 

more likely to occur in CM (19/70, or 27%) than in FFT (3/31, or 10%) 

p. 585 subject 

attrition 
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Age 
(At onset /first episode years) 

CM participants (N = 51)  FFT participants (N = 28)  Early terminations (N = 22) 

                    Mean (SD)                   Mean (SD)                         Mean (SD) 
Age               36.1 (10.1)                   35.5 (9.2)                            34.7 (11.8) 

Age at onset 25.4 (10.6)                    23.9 (7.5)                            21.8 (8.4) 

Table 1 p. 586 

Sex CM participants (N = 51)  FFT participants (N = 28)  Early terminations (N = 22) 

Female                32/63%                                15/54 %                                17/ 77% 

Male                   19/37%                                 13/46%                                  5/23% 

Table 1 p. 586 

Participant ethnicity CM participants (N = 51)  FFT participants (N = 28)  Early terminations (N = 22) 

White race            46/ 90%                              24/ 86%                                 15/ 68% 
Table 1 p. 586 

Diagnosis 
(criteria) 

DSM-III-criteria diagnosis of bipolar I disorder manic/ mixed/ depressed p. 583 subjects 

Family status 
(staying with family/living 
alone/housing facility) 

CM participants   (N = 51)  FFT participants (N = 28)  Early terminations (N = 22) 

Married/cohabiting 26/ 51%                          19/ 68%                                 11/ 50% 
Table 1 p. 586 

Prior episodes of 
relapse 
(#prior episodes/time; 
# hospitalizations/time; 
Duration of average episode) 

CM participants (N = 51)  FFT participants (N = 28)  Early terminations (N = 22)  

                       Mean (SD)                           Mean (SD)                           Mean (SD) 
Prior episodes    4.0 (3.9)                                5.6 (5.6)                               5.1 (5.9) 

Prior hospitalizations 2.2 (2.5)                        2.9 (3.5)                               2.8 (3.1) 

Table 1 p. 586 

Notes:         

 

 

Intervention groups 
 Description as stated in report/paper 

 

Location in text or 

source (pg & 

¶/fig/table/other) 

Group name 

(Intervention/Tau) 

Intervention: FFT Family focused therapy 

TAU: CM crisis management 

Early terminations 

Table 1 p. 586 

No. of participants in 
groups 

(intervention and comparison 
group) 

FFT n= 28 

CM n= 51 

Early termination n= 22 

Table 1 p. 586 

Theoretical basis  

(include key references)  

Penn DL, Mueser KT (1996): Research update on the psychosocial 
treatment of schizophrenia. Am J Psychiatry 153:607– 617.  

 

Miklowitz DJ, Goldstein MJ (1990): Behavioral family treatment 
for patients with bipolar affective disorder. Behav Modif 

14:457– 489. 

Introduction p. 583 

col 1 
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Description of 

Intervention 
 (of primary intervention, 

consumer involvement, 

structured intervention, psycho 

education, social therapy, CBT, 

coping skills training, Support 

social/peer) 

Patients and family members (parents, spouses, siblings) assigned to FFT with 
medication received up to 21 one-hour family or marital sessions over 9 months, 

conducted by a co-therapy team. Clinicians followed an FFT manual (Miklowitz 

and Goldstein 1990, 1997) in the delivery of sessions.. The first FFT module, 
psychoeducation, consisted of seven or more sessions in which patients and 

relatives became acquainted with the symptoms, nature, causes, and treatment of 

bipolar disorder. The clinicians discussed the disorder’s biological and genetic 
underpinnings from a vulnerability–stress perspective and emphasized drug 

compliance. Participants identified the patient’s prodromal signs of illness and 

developed a relapse prevention plan. In the second module (seven to 10 
sessions), patients and relatives learned communication skills for dealing with 

intrafamilial stress (active listening, requesting changes in each others’ 
behavior, giving positive and negative feedback) using a roleplaying /behavior-

rehearsal format (Falloon et al 1985; Liberman et al 1981). Finally, in the third 

module (four to five sessions), participants learned a framework for defining 
problems and then generating and implementing solutions to 

those problems related to the postepisode period (e.g., returning to work). 

Between-session practice assignments facilitated the generalization of 
communication and problem-solving skills.  

p. 584 col 1 

Intervention: 
Integrated / 

multicomponent / 

complex intervention 

Multicomponent intervention See above 

Intervention Location 
(Ambulant/housing 

facility/transition between 
hospital and ambulant) 

To maximize participants’ compliance, sessions took place in the family’s home p. 584 col 1 

Duration of intervention 
(Duration and number of 
intermittent periods of 
intervention activity) 

9 months active period of FFT or CM: 21 one hrs sessions( 12 weekly, 

6 biweekly and 3 monthly) administered in 3 consecutive modules: 1. 

Psychoeducation(7 sessions), 2communication and enhancement 

training ( 7-10 sessions), 3: problem-solving skills training (4-5 

sessions). Patiens were interviewed at 3,6 and 9 months after study 

entry and at 12, 18 and 24 months – the latter covering the post 

treatment interval. 

p. 584 col 1 

p. 906 Psychosocial 

treatment 

p. 907 assessment 

schedule 

Timing during 
Intervention 
(e.g. frequency, duration of each 
intervention period) 

weekly for 3 months, biweekly for 3 months, and monthly for 3 months p. 584 col 1 

Intervention for 
comparison group 

CM was designed to emulate standard community care. It was a “treatment as 

usual” condition with the addition of a limited amount of family education. 

Therapists conducted 2 one-hour homebased family education sessions within 

the first 2 months after study entry, and crisis intervention sessions as needed 

during the remaining 9 months treatment period. 

p. 584 col 1 

p. 906 col 2 

paragraph 2. 

Monitoring frequency 
(frequency of patient  and/ or 
staff monitoring of development 
based on intervention) 

SCID-P at the end of 1-month pre-treatment period, and at 3,6,9 and 12 

months. Interview (spanning the last 2 weeks) in case of rehospitalization. 3-

monthly interview. 

p. 584-5 symptomatic 

outcome 

Detecting EWS  
(Yes/No) 

Yes ( prodromal signs) p. 584 col 1, 

paragraph 2 

Management plan/plan of 
action 

Yes ( relapse prevention plan) p. 584 col 1, 

paragraph 2 

Treatment providers 
(e.g. no., profession, training, 
ethnicity etc. if relevant) 

Therapists (n = 19) were on average 30.2 ± 6.7 years old (range 

23–46) and had 3.5 ±  3.8 years of clinical experience (range 

0–14 years).15 (79%) were women; three had PhDs 

in psychology, 14 had MA degrees, and two had BA degrees. 

p. 584 therapists 

Location for intervention: 
Home visits/MHC center visits 

Home visits, to increase compliance 584 col 1 paragraph 1 

Follow-up 
(Effect of intervention) 

12, 18 and 24 months follow-up p. 585 outcome 

classification p. 907 

assessment schedule 
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Reassessment 
(Baseline test/other) 

At 1-month after baseline( pre-treatment period) and at 3,6,9 and 12 months 

and at 18 and 24 months the patients were interviewed. Medication 

compliance was rated using the maintenance treatment scales, and SAD-C 

scales were used for affective symptom monitoring. 

p. 585 data analysis 

p. 907 assessment of 

primary outcome 

Compliance Although all levels of the compliance scale were represented, the average 

patient was reasonably compliant (mean rating = 1.41 ± 0.49) over the 12-month 
study period. 

p. 585 col 1 

paragraph 3 

Confounders None stated 

Limitations mentioned: program intensity differs between FFT and 

CM, and lack of control over patients’drug regiments. 

p. 910 col 1 

Outcomes 

 Description as stated in report/paper 

 

Location in text or 

source (pg & 

¶/fig/table/other) 

Outcome name Mood disorder relapse  

 

p. 585 col 2 

paragraph 1 

Outcome definition  
(change in number or severity 
of relapse/ regiment of 
handling relapse: Ambulant/ 
rehospitalisation) 

The primary study hypotheses concerned the relative efficacy of FFT vs 

CM on time to relapse and symptom severity during a 2 year interval. 

Survival time was calculated as the number of weeks between study 

entry and relapse. 

Patients were classified according to their primary outcome status during 

a 2-year study: terminated early, never experienced disease relapse 

during follow-up, or experienced relapse as follow-up. 

p. 585 col 2 

paragraph 1, 

p. 907 outcomes an 

attrition 

Time points measured 
(Time to relapse/time between 
relapse’) 

The SADS-C reassessments were used for categorizing patients in terms 

of relapse. They were conducted at 1,3,6,9,12,18 and 24 months. 

Assignments of relapse or nonrelapse status were made for 82 patients ( 

54 undergoing CM, 28 undergoing FFT) with at least 6 months followup. 

According to longitudinal SADS-C patients were divided up into 1 of 9 

relapse categories, including 3 categories of relapse, 5 categories of 

nonrelapse, and one category indicating unchanged status. 

p. 908 col 1 

(Early) Warning Signs 
identified 
(list) 

Not provided  

Number of (Early) 
Warning Signs 
experienced 

Not provided  

Management plan/plan 
of action 
Actions described for handling 
early warning signs/crisis 

Not provided  

Time from detecting 
Early Warning Signs to 
relapse 

Not described  

Patient measuring/ 
reporting 
(Handling own disease/control 
over own life/ improved quality 
of life as a result of the 
intervention/tool?) 

Not described       
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Unit of measurement  
(No. of relapse/time) 

No of patients relapse/time 

Symptom score/time 

p. 586 relapse 

p. 587 table 2 

p. 909 symptom time 

and severity 

If outcome is measured 
by tool: Is tool 
validated? 

x  Yes  No 

 Unclear   

SADS-C p.  584 symptomatic 

outcome and 

medication compliance 

Imputation of missing 
data 
(for participant 
dropout/noncompliance) 

Study dropouts (N = 22) were treated as “censored” at the point of their 

last follow-up observation 

(Kleinbaum 1996). For 17 of the 22 study dropouts, this last observation 

was taken before the 3-month follow-up. 

p. 585 data analysis 

Significance of findings 
(Benefit of intervention) 

The group differences( FFT vs CM) in the distribution of 1-year 

outcomes were statistically significant. 

Further this study demonstrates that a 9-months program of FFT, 

administered with pharmacotherapy and initiated during the postepisode 

phases of bipolar I disorder is associated with longer relapse free 

intervals during 2 years than a less intensive psychoeducational 

intervention (CM) and pharmacotherapy. Patients on average improved 

significantly during the 24 months. 

Time X treatment interaction on SADA-C depression score at follow-up: 

significant effect  

Patients who were more medically adherent had lower mania scores over 

time than patients who were less adherent. 

p. 586 “Relapse” 

p. 909 “comment” 

and “symptom type 

and severity” 

Notes:    

 

Other 

Study funding sources 
(including role of funders) 

This work was supported by Grants Nos. MH43931, R01MH42556  and 

MH55101 from the National Institute of Mental Health, Grant No. 9009473A 
from the John D. and Catherine T. MacArthur Foundation Network on the 

Psychobiology of Depression, a Young Investigator Award to Dr. 

Miklowitz from the National Alliance for Research on Schizophrenia and 
Depression, and a Faculty Fellowship to Dr. Miklowitz from the 

University of Colorado’s Council of Research and Creative Work. 

p. 590 and 910 

Possible conflicts of 
interest 
(for study authors) 

None stated       

Notes:         
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Data extraction form (version 21.05.2019) 
Cochranes data collection form for intervention review – RCTs and non-RCTs (1) was used as guide for 

development of this data extraction form 

General Information 
Date form completed 
(dd/mm/yyyy) 

18.07.2019 

Name/ID of person extracting 
data 

Kirsten Johansen 

Report title Advanced directives based on cognitive therapy: A way to overcome coercion 

related problems. 

Report ID  
(ex. First author) 

Yasser Khazaal 

Reference details 
(author/journal/year) 

Yasser Khazaal, Anne Chatton, Natalia Pasandin, Daniele Zullino, Martin Preisig; 

Patient Education and Counseling 74 (2009) 35–38 

Report author contact details Corresponding author at: Geneva University Hospitals, Rue Verte 2, 1205 
Geneva, Switzerland. Tel.: +41 223725550; fax: +41 223202840. 
E-mail address: yasser.khazaal@hcuge.ch (Y. Khazaal). 

Publication type  (e.g. full report, 

abstract, letter) 
Full report 

Conflicts of interest None reported 

Study eligibility 

Study 

Characteristics 

Eligibility criteria 

(Insert inclusion criteria for each characteristic as 

defined in the Protocol) 

Eligibility criteria met?  Location in text or 

source (pg & 

¶/fig/table/other) Yes No Unclear 

Type of study Randomised Controlled Trial     

Case-control Trial     

Controlled Before and After Study     

Qualitative study     

Other design (specify): 

Uncontrolled trial 
x    

p. 38 col 1 2. 

paragraph 

Participants Bipolar/bipolar schizoaffective disorder x    p.37 result section 

Types of 
intervention 

Prevention of enforced treatment by 

Advanced Directives based on cognitive 

therapy 

x    

p. 35-36 introduction 

General information  2744 
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Types of 
comparison 

No comparison 
x    

p. 38 col 1 2. 

paragraph 

 

INCLUDE  x  

 

 

Notes: 

 

Characteristics of included studies  

Method 
 Descriptions as stated in report/paper Location in text 

or source (pg & 

¶/fig/table/other) 

Aim of study  
(e.g. efficacy, equivalence, 
pragmatic) 

The aim of this study is to evaluate 
the impact of ADBCT on the number and duration of hospitalization 
and seclusion. 

p. 36 col 2 paragraph 

1 

Design 
(e.g. parallel, crossover, 
non-RCT) 

Retrospective study based on patient chart review p. 36 col 2 method 

section 

Unit of allocation 
(units from which patients 
are recruited) 

The mood and anxiety disorder treatment unit of the Department of 
Psychiatry of the University Hospital Center of Lausanne 
 

p. 37 col 1 result 

section  

 

Start date No start date provided ( see above)       

End date No end date provided ( see above)       

Duration of 
participation 
(from recruitment to last 
follow-up) 

Specific therapeutic sessions (mean = 4 sessions; S.D. = 1.6; 
range of 2–8) were dedicated to help patients to prepare ADs. Charts were 

reviewed for a 2 year period before the AD’s were written, until 2 years 

after writing the AD’s 

p. 36 col 2 method 

section 2.1 and 2.2 

Ethical approval 
needed/ obtained for 
study 

x  Yes  

 No  

 Unclear  

Local ethics commission p. 37 col 1 method 

section 2.3 

Notes:          
 

Participants 
 Description 

Include comparative information for each intervention or 

comparison group if available 

Location in text or 

source (pg & 

¶/fig/table/other) 

Population description 
(from which study 
participants are drawn) 

The present research was based on the charts of all patients who 
had written their ADs following an ADBCT* intervention within a 24 
months period prior to the beginning of the study. The interventions 
were done for all subjects following a compulsory admission 
procedure. 

p. 36 col 2 method 

section 2.1 

*Advanced directives 
based on Cognitive 
Therapy 
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Setting 
(ambulant, inpatient or 
transition) 

Transition between hospitalization and ambulant care p. 36 col 2 method 

section 2.2 

Inclusion criteria  DSM-IV criteria and having experienced a recent compulsory admission p. 36 col 2 method 

section 2.1  

Exclusion criteria None stated       

Method of recruitment 
of participants  
(e.g. phone, mail, clinic 

patients) 

Chart review of patients having written their AD in a 24 months period 

prior to beginning of the study 

p. 36 col 2 method 

section 2.1  

Informed consent 
obtained 

 Yes  No 

x  Unclear  

            

Total no. randomised  
(or total pop. at start of 
study for NRCTs) 

N= 18  = 12 Bipolar and 6 schizophrenia p. 37 Results 

Clusters 
(if applicable, no., type, no. 
people per cluster) 

No clusters       

Baseline information 
-assessment 
-severity of illness 
-medical treatment 
# previous hospitalizations 
(mean) 

Sociodemographic and clinical characteristics p. 36 col 2 method 

section 2.1  

Withdrawals and 
exclusions 
(if not provided below by 
outcome) 

na       

Age 
(At onset /first episode) 

Mean age: 40 years (S.D. 10.5) p. 37 Table 1  

Sex 61% Women; 39% Men p. 37 Table 1 

Participant ethnicity Not stated       

Diagnosis 
(criteria) 

Bipolar/bipolar schizoaffective disorder according to DSM-IV p. 36 method, section 

2.1 

Family status 
(staying with family/living 
alone/housing facility) 

Not stated       

Prior episodes of 
relapse 
(#prior episodes/time; 
# hospitalizations/time; 
Duration of average episode) 

Time since first contact with psychiatric services 9 years (S.D. 5.2) 
Active substance abuse or dependence 22.2% 
Number of hospitalizations 13 (S.D. 7.5) 
Duration of hospitalizations 21.9 months (S.D. 19.5) 
Number of commitment procedures 4.9 (S.D. 3.4) 
Time since the first ADs 29.2 months (S.D. 4.2) 
Number of ADs during the studied period 2.3 (S.D. 1.2) 

p. 37 Table 1 

Notes:         
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Intervention groups 
 Description as stated in report/paper 

 

Location in text or 

source (pg & 

¶/fig/table/other) 

Group name 

(Intervention/Tau) 

No groups described       

No. of participants in 
groups 

(intervention and comparison 
group) 

Eighteen charts were identified (12 suffering from bipolar 
disorder and 6 from bipolar schizoaffective disorder) 

p. 37 result section 

Theoretical basis  

(include key references)  

Scott J, Tacchi MJ. A pilot study of concordance therapy for individuals 
with 
bipolar disorders who are non-adherent with lithium prophylaxis. 
Bipolar 
Disorders 2002;4(December):386–92. 

Reference list no. 14 

Description of 

Intervention 
 (of primary intervention, 

consumer involvement, 

structured intervention, psycho 

education, social therapy, CBT, 

coping skills training, Support 

social/peer) 

As described elsewhere [23: Khazaal Y, Richard C, Matthieu-Darekar S, 
Quement B, Kramer U, Preisig M. Advance directives in bipolar 
disorder, a cognitive behavioural conceptualization. Int J Law Psychiat 
2007;31:1–8.], the intervention is divided into 
seven phases: (1) legal information about ADs, (2) exploration of 
cognitive representation of illness (exploring patients’ experiences 
of disease and treatment and cognitive representation of ‘‘what 
happened’’ by helping them to review their illness history and 
particularly the most recent hospitalizations. Exploring behavioral 
changes that signal the prodromes of a new psychiatric episode), (3) 
concerns about previous treatments including compulsory 
admission procedures (patients’ experiences with treatments, 
restraint and seclusion procedures. Explore the cases in which 
specific measures are considered acceptable or not by the patient), 
(4) elaboration of long-term prevention strategies, including the 
conception of how to cope with prodroms of mania or depression 
in the future, (5) establishment of the ADs, obligatory signed and 
approved by the patient, (6) application of the ADs during the next 
crisis and (7) re-evaluation of the suitability of the ADs. 

p. 36-37: Method 

section 2.2 

Intervention: 
Integrated / 

multicomponent / 

complex intervention 

Integrated intervention(integrating different aspects of the disease) p. 36-37: Method 

section 2.2 

Intervention Location 
(Ambulant/housing 

facility/transition between 
hospital and ambulant) 

Transition phase between hospital and ambulant setting p. 36-37: Method 

section 2.2 

Duration of intervention 
(Duration and number of 
intermittent periods of 
intervention activity) 

Specific therapeutic sessions (mean = 4 sessions; S.D. = 1.6; 
range of 2–8) 

p. 36-37: Method 

section 2.2 
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Timing during 
Intervention 
(e.g. frequency, duration of each 
intervention period) 

Not specified  

Intervention for 
comparison group 

No comparison group  

Monitoring frequency 
(frequency of patient  and/ or 
staff monitoring of development 
based on intervention) 

No monitoring besides the 2 year followup 
At the end of the follow-up period, 77.8% of the patients stayed 
on the same mood stabilizing agents or antipsychotic medications 
than prescribed in the 2-year observation period prior to ADBCT. 
During the last 6 months of the observed period, only one (5.6%) 
patient revealed non-adherence or irregular compliance to 
treatment. 

 

p. 37 col 2 paragraph 

1 

Detecting EWS  
(Yes/No) 

Yes  ( intervention phase 4) p. 37 col 1 paragraph 

1 

Management plan/plan of 
action 

Advanced Directives are management plans of action for episodes 

where the patient is incompetent to determine own treatment needs 

p. 36 col 1 paragraph 

2 

Treatment providers 
(e.g. no., profession, training, 
ethnicity etc. if relevant) 

The sessions were carried-out by the caregiver closest to the patient, 
sometimes in collaboration with others. All caregivers (nurses, 
psychologists, and medical doctors) were trained in this approach. 

p. 37 method, section 

2.2 

Location for intervention: 
Home visits/MHC center visits 

Not specified       

Follow-up 
(Effect of intervention) 

Main outcomes measures before and after ADs: 
                                          Two years before ADs         After ADs              
Hospitalizations                3.7 (S.D. 1.4)                       1.3 (S.D. 1.6)               
Compulsory admissions  1.5 (S.D. 1.2)                       0.6 (S.D. 0.8)               
Days spent in a locked room 
                                           23.7 (S.D. 29.9)                  14.7(S.D. 24.3)             
Days spent in psychiatric hospital 
                                          91.6 (S.D. 68.4)                  46 (S.D. 66.5)               

p. 37 Table 2  

Reassessment 
(Baseline test/other) 

See above  

Compliance During the last 6 months of the observed period, only one (5.6%) 
patient revealed non-adherence or irregular compliance to 
treatment. 

p. 37 col 2 paragraph 

1 

Confounders None mentioned  

Outcomes 
 Description as stated in report/paper 

 

Location in text or 

source (pg & 

¶/fig/table/other) 

Outcome name Number and duration of hospitalizations and seclusions p. 36 col 2 paragraph 

1. 

Outcome definition  
(change in number or severity 
of relapse/ regiment of 
handling relapse: Ambulant/ 
rehospitalisation) 

the impact of ADBCT on the number and duration of hospitalization 
and seclusion. 

p. 36 col 2 paragraph 

1. 
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Time points measured 
(Time to relapse/time between 
relapse’) 

Days spent in hospital/seclusion in a 2 year period before and after 

writing AD. 

p. 37 table 2 

(Early) Warning Signs 
identified 
(list) 

Not provided  

Number of (Early) 
Warning Signs 
experienced 

Not described  

Management plan/plan 
of action 
Actions described for handling 
early warning signs/crisis 

Advanced directives plan  

Time from detecting 
Early Warning Signs to 
relapse 

Not specified  

Patient measuring/ 
reporting 
(Handling own disease/control 
over own life/ improved quality 
of life as a result of the 
intervention/tool?) 

Not described       

Unit of measurement  
(No. of relapse/time) 

No of hospitalizations and days spent in hospital p. 37 table 2 

If outcome is measured 
by tool: Is tool 
validated? 

 Yes x  No 

 Unclear   

By statistical analysis using 

Wilcoxon signed-rank test 

p. 37 col 1 section 2.3 

Imputation of missing 
data 
(for participant 
dropout/noncompliance) 

Not applicable       

Significance of findings 
(Benefit of intervention) 

The number of hospitalizations and compulsory admissions, 
as well as the number of days spent in a psychiatric hospital 
decreased significantly after ADs, whereas the diminution of the 
number of days spent in a locked room was not statistically 
significant. 

p. 37 col 2 paragraph 

3 

Notes:    

Other 

Study funding sources 
(including role of funders) 

Not stated       

Possible conflicts of 
interest 
(for study authors) 

None stated       

Notes:   Methodological obscurity regarding the selection process: Only the patients having filled in the 

ADBCT in a 2 years period were included. No info on patients or number of those who did not fill in the 

ADBCT 
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Data extraction form (version 21.05.2019) 
Cochranes data collection form for intervention review – RCTs and non-RCTs (1) was used as guide for 

development of this data extraction form 

General Information 
Date form completed 
(dd/mm/yyyy) 

19.07.2019 

Name/ID of person extracting 
data 

Kirsten Johansen 

Report title Training skills for illness self-managemen in the rehabilitation of schizophrenia. 
A Family-assisted Program for Latinos in California. 

Report ID  
(ex. First author) 

Robert Paul Liberman, 

Reference details 
(author/journal/year) 

Robert Paul Liberman, Salud Mental 2009;31:93-105 

Report author contact details Correspondence: Robert Paul Liberman M.D. UCLA Psych REHAB Program Semel Institute of 
Neuroscience & Human Behavior. 760 Westwood Plaza, Los 
Angeles, CA 90095, USA. E.mail: rpl@uc1a.edu 310-206-1616 

Publication type  (e.g. full report, 

abstract, letter) 
Full report 

Conflicts of interest Not stated 

Study eligibility 

Study 

Characteristics 

Eligibility criteria 

(Insert inclusion criteria for each characteristic as 

defined in the Protocol) 

Eligibility criteria met?  Location in text or 

source (pg & 

¶/fig/table/other) Yes No Unclear 

Type of study Randomised Controlled Trial x    p. 94 col 1 

Case-control Trial     

Controlled Before and After Study     

Qualitative study     

Other design (specify): 

 
   

 

Participants Latino patients with schizophrenia spectrum 

disorders in Los Angeles  
 

x    
p. 94 Method section 

Types of 
intervention 

Rehabilitation and illness selfmanagement 

in schizophrenia by skills training 
x    

p. 94 col 1 

Types of Comparison group x    p. 96 col 2 control 

General information 2848 



2 

 

comparison treatment 

 

INCLUDE  x  

 

 

Notes: 

 

Characteristics of included studies  

Method 

 Descriptions as stated in report/paper Location in text 

or source (pg & 

¶/fig/table/other) 

Aim of study  
(e.g. efficacy, equivalence, 
pragmatic) 

The primary aim of this randomized, controlled study was to evaluate the 

effectiveness of combining an educational approach to disease management, 

involving patients and families in separate venues, with antipsychotic 

medication for Latino persons with schizophrenia. 

p. 94 col 1 

Design 
(e.g. parallel, crossover, 
non-RCT) 

RCT p. 94 col 1 

Unit of allocation 
(units from which patients 
are recruited) 

the San Fernando Mental Health Center, at Los Angeles County Department 

of Mental Healthoperated Community Mental Health Center located in a 

large Latino neighborhood of Los Angeles 

p.94 methods section 

study participants 

Start date Not stated       

End date Not stated       

Duration of 
participation 
(from recruitment to last 
follow-up) 

6 months       

Ethical approval 
needed/ obtained for 
study 

x  Yes  

 No  

 Unclear  

All procedures and informed consent 

documents for the study were reviewed and 

approved by the Human Subjects 

Protection Committee of the UCLA School 

of Medicine’s Office for Protection of 

Research Subjects and the Human 

Subjects Research Committee of the Los 

Angeles County Department of Mental 

Health. 

p. 94 section 

Procedures 

Notes:         

Participants 
 Description 

Include comparative information for each intervention or 

comparison group if available 

Location in text or 

source (pg & 

¶/fig/table/other) 

Population description 
(from which study 
participants are drawn) 

92 patients with schizophrenia spectrum disorders who were receiving care 

at the San Fernando Mental Health Center, at Los Angeles County 

Department of Mental Health operated Community Mental Health Center 

located in a large Latino neighborhood of Los Angeles, were recruited into 

the study from among all current outpatients if they met inclusion criteria. 

p. 94 Method section 

study participants 
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Setting 
(ambulant, inpatient or 
transition) 

Outpatient setting p. 94 Method section 

study participants 

Inclusion criteria  Age between 18 and 60 years, a primary DSM-IV chart diagnosis of 

schizophrenia or schizoaffective disorder, at least one episode of treatment 

in an inpatient facility of at least one week’s duration in the previous 12 

months, Spanish speaking, and living with their family. Patients with other 

concurrent diagnoses (e.g., substance abuse, depression, personality 

disorder) were not excluded from the study. 

p. 94 Method section, 

study participants 

Exclusion criteria None stated       

Method of recruitment 
of participants  
(e.g. phone, mail, clinic 

patients) 

Not specified       

Informed consent 
obtained 

x  Yes  No 

 Unclear  

Patients and family members agreed to 

participate in the study and signed an 

informed consent 

p. 95 col 1 paragraph 

1 

Total no. randomised  
(or total pop. at start of 
study for NRCTs) 

92 patients p. 94 Method section, 

study participants 

Clusters 
(if applicable, no., type, no. 
people per cluster) 

Patients and their key relatives were randomly assigned to either continue 

treatment as usual (N=47) or to participate in skills training with 

generalization along with treatment as usual (N=45). 

p. 95 col 1 paragraph 

1 

Baseline information 
-assessment 
-severity of illness 
-medical treatment 
# previous hospitalizations 
(mean) 

Structured Clinical Interview for DSM-IV (SCID-IV) Patients were then 

administered a battery of instruments described below, including scales 
measuring psychopathology, medication compliance, attitudes towards illness, 

quality of life, level of psychosocial functioning, and disease management skills: 

PANSS, The Los Angeles County Department of Mental Health’s 
Management Information System (MIS) was used to collect 

information on rehospitalization rates. Pill counts for medication adherence. 

Subjective satisfaction was assessed with the Quality 

of Life Interview This instrument assesses the level of satisfaction. The patients 

adherence to pharmacological treatment were assessed 

with the Rating of Medication Influences Scale (ROMI). Knowledge and skills in 
medication and symptom management were assessed through interview and role-

play exercises with the Medication Management Module (MMM) Test and the 
Symptom Management Module (SMM) Test, respectively. 

Family members completed scales measuring 1. level of expressed emotion, 2. Care 

giver burden, and 3. hope for the future.: The measure of social functioning was the 
Independent Living Skills Survey; Patient’s skill development was 

measured using Hope for the Patient’s Future Scale in which a higher score 

indicates more hope;” expressed emotion” was evaluated with the Five Minute 

Speech Sample; The family’s ability to cope with their ill relative’s disruptive 

behaviors was assessed with the Family Burden Interview Schedule 

p. 96-98 section 

assessment 

Withdrawals and 
exclusions 
(if not provided below by 
outcome) 

6 participants from the skills group did not complete the study. All 

of the completers participated in more than 90 % of the program. 

2 patients from the control group did not complete 

p. 98 result section 

Age 
(At onset /first episode) 

Average age: 38.4 years p. 94 Method section 

study participants 

Sex 62 male, 30 female p. 94 Method section 

study participants 

Participant ethnicity Fifty-five participants (59.8%) were Mexican- 

American, 29 (31.5%) were from other Central American 

countries (El Salvador, Nicaragua, Honduras), and eight 

(8.7%) were from the Caribbean (Cuba, Puerto Rico) 

p. 94 Method section 

study participants 

Diagnosis 
(criteria) 

Seventy-two participants (78.2%) were diagnosed as 

having schizophrenia and 20 participants (21.8%) 

schizoaffective disorder 

p. 94 Method section 

study participants 
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Family status 
(staying with family/living 
alone/housing facility) 

Seventy-four (80.4%) had never been married, eight (8.7%) 

were divorced or separated, and ten (10.9%) were married. Seventy-three 

(79.3%) lived with their parents,13 (14.1%) lived with their spouses or ex-

spouses, and six (6.6%) lived with a family member other than parents or 

spouses (e.g., sibling, offspring, cousin). 

p. 94 Method section 

study participants 

Prior episodes of 
relapse 
(#prior episodes/time; 
# hospitalizations/time; 
Duration of average episode) 

Not specified.        

Notes:         

 

 

Intervention groups 
 Description as stated in report/paper 

 

Location in text or 

source (pg & 

¶/fig/table/other) 

Group name 

(Intervention/Tau) 

Skills training  vs control treatment p. 95-96 interventions 

No. of participants in 
groups 

(intervention and comparison 
group) 

N=45 skills training                                       n= 39          outcome analysis 

N= 47 control treatment                             n= 45 

 

p. 95 paragraph 1 

Theoretical basis  

(include key references)  

Medication Management and Symptom 

Management Modules (Eckman et al., 1990; Eckman et al., 

1992; Liberman and Corrigan, 1993; Marder et al., 1996), 

p. 94 col 1 



5 

 

Description of 

Intervention 
 (of primary intervention, 

consumer involvement, 

structured intervention, psycho 

education, social therapy, CBT, 

coping skills training, Support 

social/peer) 

Experimental treatment. Patients were assigned to groups of six for their skills 
training. Skills training groups met for ninety-minute sessions four times per 

week during three months; two days apiece were dedicated to each of the two 

modules, Medication and Symptom Management. Each module comprised a 
Trainer’s Manual,Participant’s Workbook and a videocassette with thoroughly 

specified psycho-educational material and training techniques. The Medication 

Management module was divided into four skill areas: 1. obtaining information 
about antipsychotic medication, 2. recognizing its side effects, 3.monitoring 

these side effects, and 4. negotiating medication issues with physicians and 

other caregivers. Breaking this down further, in the «Negotiating Medication 
Issues» skill area, for instance, there were several requisite behaviors to 

be learned, including a pleasant greeting of the healthcare provider, followed by 
presenting any medication problems in very specific ways. In the Symptom 

Management module, patients learned how to identify the warning signs of 

relapse, how to intervene early to prevent relapse once these signs appeared, 
how to cope with the persistent psychotic symptoms that continued despite 

medications, and how to avoid alcohol and drugs of abuse. Again, each skill 

area could be further divided into target behaviors. In the «Warning Signs» skill 
area, patients learned how to discuss warning signs with their doctor and 

relatives so that agreement could be reached on the symptoms that predicted 

relapse (e.g., insomnia, irritability, social withdrawal and ideas of reference). 
Patients were also taught to keep a checklist of warning signs to monitor 

themselves over time. In the experimental condition, family members of 

patients were included in weekly «generalization sessions» 
aimed at utilizing relatives as generalization agents. These 

group sessions used the modules as focal points for educating 

relatives as coaches for their ill family member. 
 

. 

p. 95 intervention 

section 

Intervention: 
Integrated / 

multicomponent / 

complex intervention 

Complex intervention p. 95 intervention 

section 

Intervention Location 
(Ambulant/housing 

facility/transition between 
hospital and ambulant) 

The San Fernando Mental Health 

Center, at Los Angeles County Department of Mental Health operated 

Community Mental Health Center 

p. 94 methods section 

– study participants 

Duration of intervention 
(Duration and number of 
intermittent periods of 
intervention activity) 

3 months intervention,  p. 95 intervention 

section 

Timing during 
Intervention 
(e.g. frequency, duration of each 
intervention period) 

90 minutes sessions four times per week for 3 months p. 95 intervention 

section 

Intervention for 
comparison group 

Control treatment. The comparison group, as well as those in the skills training 

groups, continued to receive treatment as usual. The San Fernando Mental 

Health Center is a community agency that provides case management by social 

workers and monthly psychiatric visits for medication management using a 

multidisciplinary team approach. The clinically stable patient typically attends a 

20-minute appointment with a psychiatrist once a month. If patients presented 

with special needs or issues they were addressed in the TAU regime. 

p. 96 col 2 

Monitoring frequency 
(frequency of patient  and/ or 
staff monitoring of development 
based on intervention) 

Relative’s monitoring and reinforcing the use of the skills by the patient, was 
instituted. The relatives were instructed to set aside time each week to discuss 

adherence to the module’s skills and learning activities with the patient and 

resolve obstacles that impeded performance.  
Two home visits were conducted during the follow-up period; the first one 

about one month after the skills training and the second four months later. The 

purpose of these visits was to review progress and help solve problems 
identified by the therapist, the family or 

the patient in the process of transferring the skills to the home environment. 

p. 96 col 1 

Detecting EWS  
(Yes/No) 

yes p. 95 col 2 Paragraph 

1 
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Management plan/plan of 
action 

yes p. 95 col 2 Paragraph 

1 

Treatment providers 
(e.g. no., profession, training, 
ethnicity etc. if relevant) 

Research psychiatrist, nurse, psychologist or social worker p. 95 col 1 paragraph 

1, col 2 paragraph 2 

Location for intervention: 
Home visits/MHC center visits 

At the San Fernando mental health center p. 94 col 1 paragraph 

1 

Follow-up 
(Effect of intervention) 

6 months follow-up p. 96 assessment 

section 

Reassessment 
(Baseline test/other) 

At baseline, after treatment( 3 months) and at follow-up ( 6 

months) 

p. 96 assessment 

section 

Compliance Not reported  

Confounders None reported  

Outcomes 

 Description as stated in report/paper 

 

Location in text or 

source (pg & 

¶/fig/table/other) 

Outcome name Symptom management and medication management Table 3 p. 99 

Outcome definition  
(change in number or severity 
of relapse/ regiment of 
handling relapse: Ambulant/ 
rehospitalisation) 

Psychopathology, skills acquisition and durability, skills 

generalization, level of functioning, Quality of life, attitude 

towards medication, adherence to medication regimen, 

rehospitalization, family measures. 

p. 99-100 result 

section 

Time points measured 
(Time to relapse/time between 
relapse’) 

Not provided  

(Early) Warning Signs 
identified 
(list) 

Only examples were provided, not a full list p. 95 col 2 

Number of (Early) 
Warning Signs 
experienced 

Not stated  

Management plan/plan 
of action 
Actions described for handling 
early warning signs/crisis 

Not stated  

Time from detecting 
Early Warning Signs to 
relapse 

Not stated  

Patient measuring/ 
reporting 
(Handling own disease/control 
over own life/ improved quality 
of life as a result of the 
intervention/tool?) 

N.a.       

Unit of measurement  
(No. of relapse/time) 

N.a.            
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If outcome is measured 
by tool: Is tool 
validated? 

 Yes  No 

 Unclear   

According to the statement in 
the assessment section most 
tools are validated. The Hope 
likert scale was developed for 

this study. 

p. 96 

Imputation of missing 
data 
(for participant 
dropout/noncompliance) 

None stated       

Significance of findings 
(Benefit of intervention) 

Skills acquisition and durability There was a significant main effect for 

group on skill acquisition for both 

Medication Management skills [F=46.38, df=1,81, p<.0001] 

and Symptom Management skills [F=41.3, df=1,79,p<.0001].  

Skill generalizations There was a significant main effect 

for group on for both Medication 

Management skills skill generalization [F=79.78, df=1,81, p<.0001] and 

Symptom Management skills [F=56.44, df=1,73, p<.0001]. 

As shown in table 4, ST subjects increased their 

generalization of skills and continued to use these skills in 

their everyday lives, while CC subjects demonstrated no 

change from baseline on either variable. 

Level of functioning. There was a significant within 

group main effect on the global score of the ILSS [F=3.98, 

df=1,82, p<.05]. As shown in table 5, ST subjects improved 

significantly from baseline to post-intervention (t=3.33, 

p=.002) and from baseline to follow up (t=2.62, p=.013), 

but CC subjects did not. Between group comparisons 

showed an advantage for the ST group over the CC group 

at post-intervention (t=1.98; p=.05), but not at follow up 

(t= 1.33, p=.19).  

Rehospitalization. There were significant differences 

between the groups on hospitalization rates during the 

study period (from baseline to follow-up). 

 

p. 99 col 2 - 100 

Notes:   Risk of attrition bias as no dropout/follow-up analysis is made 

Other 

Study funding sources 
(including role of funders) 

The study was 
supported by a National Institute of Mental Health Small Grant (MH 

56026) to Dr. Kopelowicz and by the VCLA Clinical Research Center 

for Schizophrenia and Psychiatric Rehabilitation (NIMH Grant MH 

30911; Robert Paul Liberman, M.D., Principal Investigator). 

p.103 

Acknowledgements 

Possible conflicts of 
interest 
(for study authors) 

Not stated       

Notes:         
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Data extraction form (version 21.05.2019) 
Cochranes data collection form for intervention review – RCTs and non-RCTs (1) was used as guide for 

development of this data extraction form 

General Information 
Date form completed 

(dd/mm/yyyy) 

10.06.2019 KJ 

Name/ID of person extracting 

data 

Kirsten Johansen 

Report title A Program for Relapse prevention in Schizophrenia 

Prodromal Symptoms and Early intervention in Schizophrenia 

Report ID ( ex. First author) Marvin I Herz 

Reference details 

(author/journal/year) 

Marvin I Herz et al Arch Gen Psychiatry/vol 57, Mar 2000 

Marvin I Herz and Steven Lamberti Neurology, psychiatry and brain 

research(1998) 6:37-44 

Report author contact details Marvin I Herz; Marvin_herz@urmc. Rochester.edu 

Publication type  (e.g. full 

report, abstract, letter) 

Journal article and Journal article symposium presentation 

Conflicts of interest Not declared 

Notes 
The content in the table below represent the data from both papers. The 

references to the location in the text are from the most recent of the two 

papers. 

Study eligibility 

Study 

Characteristics 

Eligibility criteria 

(Insert inclusion criteria for each 

characteristic as defined in the Protocol) 

Eligibility criteria met?  Location in text or 

source (pg & 

¶/fig/table/other) 
Yes No Unclear 

Type of study Randomised Controlled Trial 
x    

p. 278 procedure  

col 1 

Case-control Trial     

Controlled Before and After Study     

General information 3321and 3320 
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Qualitative study     

Other design (specify): 

 
   

 

Participants Patients with schizophrenia or 

schizoaffective disorder 
x    

p. 278 “subjects” 

section 

Types of 

intervention 

Relapse prevention intervention 
x    

p. 278 below text 

box paragraph 3 

Types of 

comparison 

Treatment as usual 
x    

p. 278 below text 

box paragraph 3 

 

INCLUDE x  

 

 

Notes: 

 

Characteristics of included studies  

Method 
 Descriptions as stated in report/paper Location in text 

or source (pg & 

¶/fig/table/other) 

Aim of study  

(e.g. efficacy, 

equivalence, 

pragmatic) 

To examine whether a program for relapse prevention (PRP) is 

more effective than treatment as usual(TAU) in reducing 

relapse and rehospitalization rates among outpatients with 

schizophrenia 

P. 277 

Background 

section 

Design 

(e.g. parallel, 

crossover, non-RCT) 

RCT study p. 278 “Subject” 

section 

Unit of allocation 

(units from which 

patients are recruited) 

University of Rochester Department of psychiatry, Monroe 

County, New York 

p. 278 “Subject” 

section 

Start date Not stated       

End date Not stated       
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Duration of 

participation 

(from recruitment to 

last follow-up) 

18 months       p. 278 

“Subject” section 

Ethical approval 

needed/ obtained for 

study 

 Yes  

 No  

x  Unclear 

Not mentioned       

Notes:         

Participants 

 Description 

Include comparative information for each intervention or 

comparison group if available 

Location in text or 

source (pg & 

¶/fig/table/other) 

Population description 

(from which study 

participants are drawn) 

Patients from the Strong Ties Community Support Program 

of the University of Rochester, Department of Psychiatry 

p. 278 “Subject” 

section 

Setting 

(ambulant, inpatient or 

transition) 

Outpatient setting p. 277, 

Background 

Inclusion criteria   Age 19 – 60; Diagnosis of schizophrenia or schizoaffective 

disorder ( DSM-III-R),  Increased risk of relapse defined as 1 

hospitalization within the last 3 years and 2 or more lifetime 

hospital admissions. 

p. 278 “Subject” 

section 

Exclusion criteria Evidence of organic mentaldisorder, severe drug or alcohol 

dependence requiring inpatient treatment or detoxication 

      p. 278 

“Subject” section 

Method of recruitment 

of participants (e.g. 

phone, mail, clinic 

patients) 

Review of medical records, followed by approval of 

therapist. After approval, the patients were approached. 

p. 278 

“Procedure” 

section 

Informed consent 

obtained 

x  Yes  No 

 Unclear  

      p. 278 

“Procedure” 

section 
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Total no. randomised  

(or total pop. at start of 

study for NRCTs) 

N=82 p. 278 

“Procedure” 

section 

Clusters 

(if applicable, no., type, 

no. people per cluster) 

Experimental group n=41 

Control group n=41 

      p. 278 

“Procedure” 

section 

Baseline information 

-assessment 
-severity of illness 
-medical treatment 
# previous 

hospitalizations (mean) 

Structured clinical interview for DSM-III-R 

Demographic and illness data, PANSS, GAS, Early Signs 

Questionnaire 

p. 279 

“Measures” 

section 

Withdrawals and 

exclusions 

(if not provided below 

by outcome) 

Attrition after 18 months: 

12% of PRP and 15 % of TAU did not complete the study 

( relapse, rehospitalisation and non-compliance did not 

result in exclusion from the study) intention to treat 

p. 280 col 1 

paragraph 1 

p. 279 

“measures” 

section paragraph 

3 

Age 

(At onset /first episode) 

Mean(SD ) year:  

PRP group: 33.3 (8.8); TAU group: 26(9.3) 

p. 280 Table 1  

Sex Male No. (%): PRP group: 27(66.6); TAU group: 26(63%) 

Female PRP group: 14( 33.4); TAU group 15(37%) 

p. 280 Table 1 

Participant ethnicity No. (%) 

White:  PRP group 27(66); TAU group 25(61) 

African American: PRP group 10(24); TAU group 14(34) 

Other: PRP group  4(10); TAU group 2(5) 

p. 280 Table 1 

Diagnosis 

(criteria) 

Schizophrenia or schizoaffective disorder DSM-III p. 278 “Subject” 

section 

Family status 

(staying with 

family/living 

alone/housing facility) 

No. (%) 

Married: PRP group 34(83); TAU group 25(61) 

Never married: PRP group2(5); Tau group14(34) 

Other: PRP group5(12); Tau group10(24) 

p. 280 table 1 
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Prior episodes of 

relapse 

(#prior episodes/time; 

# hospitalizations/time; 

Duration of average 

episode) 

Previous hospitalizations Mean(SD) no 

PRP group 2.27(1.29) 

Tau group 2.64(1.28) 

p. 280 table 1 

Notes:         

 

 

Intervention groups 

 Description as stated in report/paper 

 

Location in text or 

source (pg & 

¶/fig/table/other) 

Group name 

(Intervention/Tau) 

Experimental Group: Program for Relapse Prevention 

Group(PRP Group) 

Control Group: TAU Group 

p. 278, paragraph 

3 below the 

textbox 

No. of participants in 

groups 

(intervention and 

comparison group) 

PRP group n= 41 

TAU group n=41 

p. 278  

Procedure section 

paragraph 1  

Theoretical basis  

(include key references)  

Marder SR et al, Fluphenazine vs placebo 

supplementation for prodromal signs of relapse in 

schizophrenia.Arch Gen Psychiatry. 1994;51:280-287 

p. 277, col 2 

paragraph 2, 

below abstract 
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Description of Intervention 

 (of primary intervention, 

consumer involvement, 

structured intervention, 

psycho education, social 

therapy, CBT, coping skills 

training, Support 

social/peer) 

In addition to standard dose of antipsychotic medication, 

the PRP program contain 5 components: 1. Educations 

for patient and family about the process of relapse in 

schizophrenia and how to recognize prodromal 

symptoms and behaviour; 2.  Active monitoring for 

prodromal symptoms y treatment team members, family 

members and other contacts; 3. Clinical intervention 

within 24-48 hrs when prodromal episodes were 

detected, with increased frequency of crisis problem 

solving, supportive therapy visits and increased 

medication as needed; 4. 1-hour weekly supportive group 

therapy emphasizing improving coping skills or 30-45 min 

individual supportive therapy sessions if patients refused 

group treatment; 5. 90 minute multifamily 

psychoeducation groups that family members were 

encouraged to attend biweekly for 6 months and 

monthly thereafter. 

p. 278  

Procedure section 

paragraph 2 

Intervention: 

Integrated / 

multicomponent / 

complex intervention 

Multicomponent intervention (5 components) p. 278  

Procedure section 

paragraph 2 

Intervention Location 

(Ambulant/housing 

facility/transition between 

hospital and ambulant) 

University of Rochester, Department of Psychiatry, New 

York 

Ambulant setting 

p. 278, section 

“Subjects” 

and p. 277 

background 

section 

Duration of intervention 

(Duration and number of 

intermittent periods of 

intervention activity) 

18 months, 

Reassessment of PANSS, GAS and Early signs 

questionnaire at 2,6,12 and 18 months and at each 

prodromal episode 

p. 279 section 

“Measures”, 

paragraph 2 

Timing during Intervention 

(e.g. frequency, duration of 

each intervention period) 

1-hour weekly supportive group therapy emphasizing 

improving coping skills or 30-45 min individual supportive 

therapy sessions if patients refused group treatment; 5. 

90 minute multifamily psychoeducation groups that 

family members were encouraged to attend biweekly for 

6 months and monthly thereafter. 

p. 278 Procedure 

section paragraph 

2 
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Intervention for 

comparison group 

Individual supportive  therapy and medication 

management biweekly  for 15-30 minutes.  

p. 278 Procedure 

section paragraph 

2 

Monitoring frequency 

(frequency of patient  and/ 

or staff monitoring of 

development based on 

intervention) 

Cases were reviewed weekly, and case management 

services and meetings were available on an as needed 

basis. Assertive outreach was available to both groups 

when indicated. 

p. 278 Procedure 

section paragraph 

2 

Detecting EWS  

(Yes/No) 

Yes p. 278 Procedure 

section paragraph 

3 

Management plan/plan of 

action 

Management of prodromal symptoms by antipsychotic 

medication 

p. 279 Procedure 

section paragraph 

1 

Treatment providers 

(e.g. no., profession, 

training, ethnicity etc. if 

relevant) 

Treatment teams for both PRP and TAU : psychiatrist, a 

master-level nurse clinician or certified social worker and 

a case manager. 

p. 278 Procedure 

section paragraph 

1 

Location for intervention: 

Home visits/MHC center 

visits 

University of Rochester, Department of Psychiatry, New 

York 

Home visits piossible 

p. 278 Subjects 

section and  

procedure section 

paragraph 3 

Follow-up 

(Effect of intervention) 

Reassessment of PANSS, GAS and Early signs 

questionnaire at 2,6,12 and 18 months and at each 

prodromal episode. Within 24 hrs of notification of 

patient demonstrating prodromal symptoms, operational 

definition of relapse based on PANSS and GAS was rated. 

p. 278 section 

“measures” 

paragraph 2 and 

3 

Reassessment 

(Baseline test/other) 

Baselines tests as mentioned above , operational 

definition of relapse based on numerical scores of 

PANSS> 5 and GAS <30, and compliance test 

p. 278 section 

“measures” 

paragraph 2,3 

and 4 
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Compliance Measured on a 5 point scale (1=always and 5= 

never) 

2 TAU patients and 7 PRP patients were 

noncompliant with maintenance antipsychotic 

medication and psychosocial treatment throughout 

the study 

      p. 279 

section 

“measures” 

paragraph 4 and 

280 paragraph 1 

Confounders Bias ( TAU increased medication for stable mood) 

and (PRP false positives due to increase in 

prodromal vs relapse detection)  

pp.279 col 2 

below textbox 

and 281 col 1 

paragraph 3 

Outcomes 

 Description as stated in report/paper 

 

Location in text or 

source (pg & 

¶/fig/table/other) 

Outcome name Relapse and Rehospitalisation p. 280  col 1, 

subtitle 

Outcome definition  

(change in number or 

severity of relapse/ 

regiment of handling 

relapse: Ambulant/ 

rehospitalisation) 

Patient outcome for initial episodes were divided into 3 

mutually exclusive categories: 1. stable with no episodes; 

2. Relapse episodes; 3. Prodromal only with no relapse. 

Relapse was based on PANSS and GAF ratings 

PRP (n=41): Stable 17(41%), prodrome only 21(52%) Relapse 3(7%) 

TAU (n=41): Stable 21(51%), prodrome only 6(15%) Relapse 14(34%) 

Outcome rates over 18 months:  

Relapse: TAU 34 %, PRP 17 % p=0.01 

Rehospitalisation: TAU 39%, PRP27% p=0.03 

p. 279 section 

“measures” 

paragraph 4 

and p. 280 col 1 

paragraph 2 

Time points measured 

(Time to relapse/time 

between relapse’) 

Relapse free survival is estimated by cox proportional 

regression at compliance rate 89% 

p. 280 col 2 

(Early) Warning Signs 

identified (list) 

Not described  

Number of (Early) 

Warning Signs 

experienced 

Not described  
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Management plan/plan 

of action 

Actions described for 

handling early warning 

signs/crisis 

Psychiatrist had guidelines for declaring prodromal 

episodes based on changes in dysphoric symptoms, 

psychotic symptoms and behaviours signalling previous 

relapse. When prodromal symptoms were detected, the 

daily dose of antipsychotic medication was usually 

increased 

pp. 278 -79 

Section 

“procedures” 

paragraph 4 

Time from detecting 

Early Warning Signs to 

relapse 

Not stated  

Patient measuring/ 

reporting 

(Handling own 

disease/control over own 

life/ improved quality of 

life as a result of the 

intervention/tool?) 

Not stated       

Unit of measurement  

(No. of relapse/time) 

Number/percentages of relapse and rehospitalisations in 

18 months 

pp. 279 

“measures” 

section col 1 

paragraph 3 and 

280 col 1 

paragraph 2 

If outcome is measured 

by tool: Is tool validated? 

 Yes  No 

x  Unclear   

Compliance measurement 

tool was designed for the 

purpose 

p. 279 Measures 

section bottom 

col 1 

Imputation of missing 

data 

(for participant 

dropout/noncompliance) 

Not specified, except from the statement that non-

compliant patients stayed in the program, and that 

attrition rate over 18 months of PRP =12% and TAU=15% 

p. 280, col 1 

paragraph 1 

Significance of findings 

(Benefit of intervention) 

There was a significant reduction in both relapse (p=0.01) 

and rehospitalisation (p= 0.001) in the PRP group 

compared to the TAU group. Noncompliance was a greater 

risk for relapse than group assignment in the study. 

There was a significant reduction in the use of 

antipsychotic medication in PRP compared to Tau. 

p. 280 col 1 

paragraph 1, col 2 

paragraph 1 and 

table 2 

and p. 281 col 1 

paragraph 4 
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Notes:    

 

Other 

Study funding sources 

(including role of funders) 

None described       

Possible conflicts of 

interest (for study authors) 

Not declared       

Notes:         

 

 

 

Risk of contamination of treatment team can have cause bias of the results as TAU treatment became more 

intervention like. P. 282 
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Data extraction form (version 21.05.2019) 
Cochranes data collection form for intervention review – RCTs and non-RCTs (1) was used as guide for 

development of this data extraction form 

General Information 
Date form completed 
(dd/mm/yyyy) 

19.07.2019 

Name/ID of person extracting 
data 

Kirsten Johansen 

Report title A randomized controlled trial of the illness management and recovery 

Program for persons with schizophrenia 

Report ID  
(ex. First author) 

Rickard Färdig 

Reference details 
(author/journal/year) 

Rickard Färdig et al, Psychiatric services ps psychiatryonline.org June 

2011 vol 62 no. 6 

Report author contact details rickard.fardig@neuro.uu.se 

Publication type  (e.g. full report, 

abstract, letter) 
Full report 

Conflicts of interest No competing interest 

Study eligibility 

Study 

Characteristics 

Eligibility criteria 

(Insert inclusion criteria for each characteristic as 

defined in the Protocol) 

Eligibility criteria met?  Location in text or 

source (pg & 

¶/fig/table/other) Yes No Unclear 

Type of study Randomised Controlled Trial x    
p. 606 methods 

section 

Case-control Trial     

Controlled Before and After Study     

Qualitative study     

Other design (specify): 

 
   

 

Participants Patients with schizophrenia x    
p. 606 col 3, 2. 

paragraph 

Types of 
intervention 

Illness management and recovery program 

– includes several factors, as 

psychoeducation and relapse prevention 

x    

p. 606 col 3, 2. 

paragraph 

General information 3657 
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Types of 
comparison 

Patients receiving treatment as usual 
x    

p. 606 col 3, 2. 

paragraph 

 

INCLUDE  X  

 

 

Notes: 

 

Characteristics of included studies  

Method 
 Descriptions as stated in report/paper Location in text 

or source (pg & 

¶/fig/table/other) 

Aim of study  
(e.g. efficacy, equivalence, 
pragmatic) 

Implement and evaluate the effect of IMR program in an outpatient 

setting for individuals with schizophrenia 

p. 606 col 3, 2. 

paragraph 

Design 
(e.g. parallel, crossover, 
non-RCT) 

Randomized controlled trial p. 606 col 3, 2. 

paragraph 

Unit of allocation 
(units from which patients 
are recruited) 

Psychiatric outpatient rehabilitation centres in the county of 

Uppsala, Sweden 

p. 607 col 1 

paragraph 1 

Start date May 2006 p. 606 col 3, 2. 

Paragraph 1 

End date May 2007 p. 606 col 3, 2. 

Paragraph 1 

Duration of 
participation 
(from recruitment to last 
follow-up) 

One year       

Ethical approval 
needed/ obtained for 
study 

x  Yes  

 No  

 Unclear 

  

      p. 606 col 3, 2. 

Paragraph 1 

Notes:         

Participants 
 Description 

Include comparative information for each intervention or 

comparison group if available 

Location in text or 

source (pg & 

¶/fig/table/other) 
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Population description 
(from which study 
participants are drawn) 

Participants were recruited from rehabilitation centers in Uppsala, 

Sweden 

p. 607 col 1 

paragraph 1 

Setting 
(ambulant, inpatient or 
transition) 

Outpatient setting p. 607 col 1 

treatment section 

Inclusion criteria  DSM-IV diagnosis  of schizophrenia or schizoaffective disorder, 

proficiency in Swedish, provide informed consent after study 

description 

p. 607 col 1 

participant  section 

Exclusion criteria None described       

Method of recruitment 
of participants  
(e.g. phone, mail, clinic 

patients) 

Not specified       

Informed consent 
obtained 

x  Yes  No 

 Unclear  

      p. 607 col 1 

Participant  section 

Total no. randomised  
(or total pop. at start of 
study for NRCTs) 

Total: n=41 patients; 21 were randomized to one of 6 IMR groups, 

20 were randomized to treatment as usual 

p. 607 col 1 

Participant  section 

Clusters 
(if applicable, no., type, no. 
people per cluster) 

Groups of 3-4 participants in the IMR program p. 608 section IMR 

program 

Baseline information 
-assessment 
-severity of illness 
-medical treatment 
# previous hospitalizations 
(mean) 

Illness management, psychiatric symptoms, quality of life, coping, 

recovery and insight were assessed at baseline, post treatment( 9 

months) and follow-up (21 months). Hospitalisation and suicidality 

were assessed at baseline and follow-up. 

Instruments:  

15 item Illness management and recovery scale( IMRS),Psychosis 

Evaluation tool for Common use by caregivers(PECC), Manchester short 

assessment of Quality of Life (MANSA), Ways of coping 

Questionnaire(WCQ), the recovery assessment scale(RAS), Medical 

records reviewed for hospitalizations  1 year before baseline assessment 

and between the post treatment and follow-up assessment. Treatment 

with antipsychotics/consumption was monitored through Defined Daily 

Dose (DDD) 

p. 607 col 1- p. 608 

col 1 Measures  

section and 

Instrument section 

 

 

 

 

Withdrawals and 
exclusions 
(if not provided below by 
outcome) 

One participant left the IMR program, but completed assessment 

at post treatment and follow-up, and was included in the final 

analysis. 2 participants, one from each group did not respond to a 

request to schedule the follow-up assessment, and one participant 

from the IMR group had died 

Intention to treat( see table 2) 

p. 607 col 1-2 

Measures  section 

Age 
(At onset /first episode) 

Mean (+/- SD)( years) 

IMR program: 40.38 +/- 6.76; TAU program: 40.45 +/- 6.44 

p. 608 table 1 

Sex IMR program: 8 female, 13 male;  

TAU program: 11 female, 9 male 

p. 608 table 1 

Participant ethnicity IMR program: Born in Sweden 13, Immigrant 8;  

TAU program: Born in Sweden13, Immigrant 7  

p. 608 table 1 
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Diagnosis 
(criteria) 

IMR program: 16 schizophrenia, 5 schizoaffective disorder;  
TAU program: 16 schizophrenia, 4 schizoaffective disorder 

p. 608 table 1 

Family status 
(staying with family/living 
alone/housing facility) 

IMR program: 17 living alone, 4 living with others;  
TAU program: 14 living alone, 6 living with others 

p. 608 table 1 

Prior episodes of 
relapse 
(#prior episodes/time; 
# hospitalizations/time; 
Duration of average episode) 

Baseline 
IMR program: 8 suicidal ideation in past week, 4 hospitalization in 
past 12 months;  
TAU program: 8 suicidal ideation in past week, 5 hospitalization in 
past 12 months 

p. 611 table 4 

Notes:         

 

 

Intervention groups 
 Description as stated in report/paper 

 

Location in text or 

source (pg & 

¶/fig/table/other) 

Group name 
(Intervention/Tau) 

IMR program: intervention group 

Treatment as usual: control group 

p. 608 table 1 

No. of participants in 
groups 
(intervention and comparison 
group) 

IMR program: intervention group n= 21 

Treatment as usual: control group n= 20 

p. 607 col 1 section 

Participants and p. 

608 table 1 

Theoretical basis  

(include key references)  

Gingerich S, Mueser KT: Illness management and recovery; in Evidence based 
mental health practice: A textbook. Edited by Drake RE, Merrens MR, Lynde 
DW. NewYork, Norton, 2005 

Mueser K, Meyer P, Penn D, et al: The illness management and recovery 
program: Rationale, development and preliminary findings. Schizophrenia 
Bulletin 32:32-43, 2006 

Reference list item 6 

and 7 
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Description of 

Intervention 
 (of primary intervention, 

consumer involvement, 

structured intervention, psycho 

education, social therapy, CBT, 

coping skills training, Support 

social/peer) 

The intervention group received the same treatment as the treatment 

as usual group, and the additional intervention IMR* program: Weekly 

sessions for nine months, where 40 sessions were delivered. The 

sessions were co-facilitated at each outpatient centre by 2 clinicians. 

Groups of 3-4 participants. Sessions lasted 1 hour and were conducted 

at the rehabilitation centres. During each session the IMR curriculum 

was reviewed by using a power point presentation that covered the 

topics: recovery strategies, practical facts about schizophrenia, the 

stress vulnerability model and treatment strategies, building social 

support, effective use of medication, relapse reduction, coping with 

stress, coping with problems and persistent symptoms and getting 

needs met in the mental health system. At the beginning of the 

program, participants identified personal recovery goals that were 

broken down into smaller goals and worked on over the course of the 

program. As described in the IMR manual, the curriculum was taught 

with a combination of psychoeducational, motivational, and 

cognitive-behavioural teaching methods. Between- sessions home 

assignments were chosen by the participants and reviewed at the next 

session. Significant others were encouraged to support participants 

during the program. 

p. 607 section 

Treatments and p. 

608 section IMR 

program 

*Illness Management 

and Recovery 

Intervention: 
Integrated / 

multicomponent / 

complex intervention 

Complex intervention p. 608 section IMR 

program 

Intervention Location 
(Ambulant/housing 

facility/transition between 
hospital and ambulant) 

At the outpatient centres p. 608 section IMR 

program 

Duration of intervention 
(Duration and number of 
intermittent periods of 
intervention activity) 

9 months p. 608 section IMR 

program 

Timing during 
Intervention 
(e.g. frequency, duration of each 
intervention period) 

40 weekly sessions of 1 hour duration p. 608 section IMR 

program 

Intervention for 
comparison group 

All participants received extensive outpatient psychiatric 

services at the rehabilitation centres, including case 

management, psychiatric treatments (antipsychotic medication 

and psychotherapy) and access to recreational and therapeutic 

activities such as social, leisure, work and support activities.  

p. 607 section 

Treatments 

Monitoring frequency 
(frequency of patient  and/ or 
staff monitoring of development 
based on intervention) 

At 9 months after the intervention and again at 21 months ( 

follow-up) 

p. 607 section 

measures 

Detecting EWS  
(Yes/No) 

Not specified  

Management plan/plan of 
action 

Not specified       
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Treatment providers 
(e.g. no., profession, training, 
ethnicity etc. if relevant) 

Clinicians from the rehabilitation outpatient centres were 
recruited based on interest in the program. They received 5 full 
days of training before the study. During the program the 
clinicians attended weekly supervision to resolve challenges 
involving the participants and the group format and to ensure 
high program fidelity. 

p. 608 section IMR 

program 

Location for intervention: 
Home visits/MHC center visits 

Rehabilitation outpatient centres p. 608 section IMR 

program 

Follow-up 
(Effect of intervention) 

Follow-up was done after 21 months p. 607 section 

Measures 

Reassessment 
(Baseline test/other) 

Reassessment at 9 months, immediately after the intervention 
program. For instruments used see Baseline information slot 
page 3. 

p. 607 section 

Measures 

Compliance One participant from the IMR group left the program, but 
completed the assessment post treatment and at follow-up. 

p. 607 section 

Measures 

Confounders No confounders mentioned, but several limitations as 
insufficient statistical power, small sample size, non-blinded 
clinician ratings on IMRS, and the substantial treatment of all 
participants, including TAU group. 

Reporting bias because no report on hosp/rehosp between 
groups( tau vs IMR) 

p.611 

Outcomes 
 Description as stated in report/paper 

 

Location in text or 

source (pg & 

¶/fig/table/other) 

Outcome name Illness management( hospitalization and suicidality) according to 
PECC 

PECC is a psychosis evaluation tool for caregivers 

p. 608-9 Result 

section 

Outcome definition  
(change in number or severity 
of relapse/ regiment of 
handling relapse: Ambulant/ 
rehospitalisation) 

Illness management according to the scales used for assessment 
at baseline, at 9 months and at 21 months. 
Hospitalization was defined as admission to a psychiatric unit for 
at least 24 hours. 

p. 607 Instruments  

Time points measured 
(Time to relapse/time between 
relapse’) 

  

(Early) Warning Signs 
identified 
(list) 

Not described  

Number of (Early) 
Warning Signs 
experienced 

Not described  

Management plan/plan 
of action 
Actions described for handling 
early warning signs/crisis 

Not described  
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Time from detecting 
Early Warning Signs to 
relapse 

Not described  

Patient measuring/ 
reporting 
(Handling own disease/control 
over own life/ improved quality 
of life as a result of the 
intervention/tool?) 

The patient IMR rating showed a decrease in PECC ( psychosis 
evaluation) score and improvement in WCQ score on the 3 
coping factors: seeking social support, escape-avoidance, and  
planful problem solving. 

p. 608-9 result 

section 

Unit of measurement  
(No. of relapse/time) 

na       

If outcome is measured 
by tool: Is tool 
validated? 

x  Yes  No 

 Unclear   

PECC measures p. 607 

 

 

 

Imputation of missing 
data 
(for participant 
dropout/noncompliance) 

Not described       

Significance of findings 
(Benefit of intervention) 

IMR program participants demonstrated significant reduction in 
total PECC scores = symptoms (p<0.001) ( including PECC* 
subscales p< 0.001)at follow-up in the IMR group compared to 
TAU, as well as in WCQ** scores compared to participant in the 
TAU program.  
IMR program participants showed significant decrease in suicidal 
ideation between baseline and follow-up. No difference in 
hospitalization from baseline to follow-up was found in either 
group. 
TAU program group showed significant increase in DDD*** at 

nine months. No between groups Report on 
rehospitalization  and no significant changes within groups 
( see table 4) 

p. 609 Results 

* Psychosis 

Evaluation tool for 

caregivers 

**Ways of Coping 

Questionnaire 

***Defined Daily 

Dose 

Notes:    

Other 

Study funding sources 
(including role of funders) 

Grants from: Swedish Research council( project nr. K2007-

62X-08318-20-3), the Swedish Psychiatry Foundation, and 

the Märthe and Nicke Nasvell Foundation. 

p. 611 -12 
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No conflict of interest p. 612 col 1 
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Data extraction form (version 21.05.2019) 
Cochranes data collection form for intervention review – RCTs and non-RCTs (1) was used as guide for 

development of this data extraction form 

General Information 
Date form completed 
(dd/mm/yyyy) 

04.07.2019 

Name/ID of person extracting 
data 

Kirsten Johansen 

Report title Service use among patients with schizophrenia in psychoeducational 

Multiple family Group treatment 

Report ID  
(ex. First author) 

Dennis G. Dyck, Ph.D 

Reference details 
(author/journal/year) 

PSYCHIATRIC SERVICES _ http://psychservices.psychiatryonline.org _ June 2002 Vol. 53 No. 6 

pp.749-754  

Psychiatric Services 53:749–754, 2002 

Report author contact details e-mail, dyck@wsu.edu 

Publication type   
(e.g. full report, abstract, letter) 

Journal article, study report 

Conflicts of interest None stated 

Study eligibility 

Study 

Characteristics 

Eligibility criteria 

(Insert inclusion criteria for each characteristic as 

defined in the Protocol) 

Eligibility criteria met?  Location in text or 

source (pg & 

¶/fig/table/other) Yes No Unclear 

Type of study Randomised Controlled Trial  
Prospective cohort study with patient 

randomization to TAU or intervention 

x    
p. 750, col 2 “Methods, 
participants”, 
paragraph 2 

Case-control Trial     

Controlled Before and After Study     

Qualitative study     

Other design (specify): 

 

   
 

Participants Patients diagnosed with schizophrenia or 

schizoaffective disorder according to 

DSM-IV 

x    

p. 750, col 2 “Methods, 

participants”, 

paragraph 1 

Types of 
intervention 

Psychoeducational  multiple-family group 

intervention 
x    

p. 750, col 1 

General information 4406 
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Types of 
comparison 

Control group receiving standard care 
x    

p. 750, col 1, 

paragraph 3 

 

INCLUDE x  

 

 

Notes: 

 

Characteristics of included studies  

Method 
 Descriptions as stated in report/paper Location in text or 

source (pg & 

¶/fig/table/other) 

Aim of study  
(e.g. efficacy, equivalence, 
pragmatic) 

The main hypothesis we tested was that the multiple-family group 

intervention would be associated with a lower hospitalization rate 

without an increase in outpatient service use 

p. 750 col 2 paragraph 

1 

Design 
(e.g. parallel, crossover, 
non-RCT) 

Comparing inpatient, outpatient, and crisis service utilization data 

for 106 participants who had been randomly assigned to receive 

either multiple-family group treatment (N=55) or standard care 

(N=51) during the first year of the two-year multiple-family group 

intervention. The outpatients and all their available family members 

were recruited into one of seven cohorts ranging in size from nine to 

17 families. 

 

p. 750, col 1, 

paragraph 3 and col 2 

methods section 

paragraph 2 

Unit of allocation 
(units from which patients 
are recruited) 

The study participants were outpatients at Spokane Mental Health in 

Spokane, Washington. 
p. 750, col 2, methods 

section paragraph 1 

Start date Cohort start dates were spread from February 1996 through 

September 1999. 

p. 750, col 2, methods 

section paragraph 2 

End date One year after the cohort start date p. 750, col 1, 

paragraph 4 

Duration of 
participation 
(from recruitment to last 
follow-up) 

1 year, from cohort start date p. 751, col 1 section 

“measures” paragraph 

2 

Ethical approval 
needed/ obtained for 
study 

 Yes  

 No  

x  Unclear  

            

Notes:         

Participants 

 Description 

Include comparative information for each intervention or 

comparison group if available 

Location in text or 

source (pg & 

¶/fig/table/other) 
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Population description 
(from which study 
participants are drawn) 

The study participants were outpatients at Spokane Mental Health 

in Spokane, Washington. Patients were eligible if they met DSM-

IV criteria for a diagnosis of schizophrenia or schizoaffective 

disorder, their age was between 18 and 45 years, they were 

enrolled in mental health services in the study community 

outpatient facility. 

p. 750, col 2, Methods 

section paragraph 1 

Setting 
(ambulant, inpatient or 
transition) 

Mental health services in the study community outpatient facility, 

Spokane Mental Health in Spokane, Washington. 

p. 750, col 2, Methods 

section paragraph 1 

Inclusion criteria  Outpatients, age was between 18 and 45 years DSM-IV criteria for 

a diagnosis of schizophrenia or schizoaffective disorder 

p. 750, col 2, Methods 

section paragraph 1 

Exclusion criteria None described       

Method of recruitment 
of participants  
(e.g. phone, mail, clinic 

patients) 

Recruitment began with a caseload review by case managers to 

identify patients who met diagnostic and family involvement 

criteria. Case managers then contacted eligible patients to 

determine their willingness to be contacted by the project 

coordinator.The coordinator explained the study and asked for 

permission to talk to other family members. 

p. 750, col 2, Methods 

section paragraph 3 

Informed consent 
obtained 

x  Yes  No 

 Unclear  

Obtained from both patients 

and family members 

p. 750, col 2, Methods 

section paragraph 1 

Total no. randomised  
(or total pop. at start of 
study for NRCTs) 

106 outpatients and their available family members p. 750, col 2, Methods 

section paragraph 2 

Clusters 
(if applicable, no., type, no. 
people per cluster) 

7 cohorts, ranging in size from 9 to 17 families p. 750, col 2, Methods 

section paragraph 2 

Baseline information 
-assessment 
-severity of illness 
-medical treatment 
# previous hospitalizations 
(mean) 

Previous hospitalizations for psychiatric treatment. State 

psychiatric hospitalizations and community hospitalizations were 

combined for analysis.  

Diagnosis by the Structured Clinical Interview for DSM-IV 

(SCID) 

SCID assessments of current co-occurring substance abuse 

Five items from the Brief Psychiatric Rating Scale were used to 

assess severity of positive symptoms at baseline. Baseline 

negative symptoms were measured with the global ratings of the 

Modified Scale for the Assessment of 

Negative Symptoms  

p. 751, col 2 paragraph 

1 

Withdrawals and 
exclusions 
(if not provided below by 
outcome) 

Twenty-six participants dropped out during the first year—11 from 

the multiple-family group treatment condition and 15 from the 

standard care condition. 

p. 751, col 2 section 

“Analysis” paragraph 1 

Age 
(At onset /first episode) 

Mean +/- SD 32.7 +/- 9.0 years p. 752 table 1 

Sex 82 males, 24 females p. 752 table 1 

Participant ethnicity Not stated       

Diagnosis 
(criteria) 

DSM-IV criteria for schizophrenia or schizoaffective disorder p. 750, col 2, Methods 

section paragraph 1 

Family status 
(staying with family/living 
alone/housing facility) 

The patients resided with family or had regular contact with family p. 750, col 2, Methods 

section paragraph 1 
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Prior episodes of 
relapse 
(#prior episodes/time; 
# hospitalizations/time; 
Duration of average episode) 

Outpatient treatment:   
Year before baseline all patients( mean +/- SD minutes): 1,142+/- 1,762 
Median pr patients: 293 minutes 
Hospitalization. 
Year before baseline all patients: 35 equivalent to 33% were hospitalized 

p. 752, table 2 

Notes:         

 

 

Intervention groups 
 Description as stated in report/paper 

 

Location in text or 

source (pg & 

¶/fig/table/other) 

Group name 

(Intervention/Tau) 

Psychoeducational multiple-family group 

Standard care group 

p. 751, col 3 result 

section 

No. of participants in 
groups 

(intervention and comparison 
group) 

55 patients receiving multiple-family group treatment 

and 51 receiving standard care  

p. 751 col 2 section 

“Analysis” 

Theoretical basis  

(include key references)  

McFarlane WR, Link B, Dushay R, et al: 

Psychoeducational multiple-family groups: four-year relapse outcome in 
schizophrenia.Family Processes 34:127–144, 1995 

 

McFarlane WR, Lukens E, Link B, et al: Multiple-family group and 
psychoeducation in the treatment of schizophrenia. Archives 

of General Psychiatry 52:679–687, 1995 

p. 749 col 3 Paragraph 

2. 
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Description of 

Intervention 
(of primary intervention, 

consumer involvement, 

structured intervention, psycho 

education, social therapy, CBT, 

coping skills training, Support 

social/peer) 

The intervention was added on treatment as usual. 

Treatment interventions were designed to educate the family 

and patients about the biological underpinnings of 

schizophrenia and engage them in the treatment process by 

using a standardized protocol of videotapes, lectures, and 

written guidelines. Treatment components included ongoing 

support, formal clinical problem solving, and expansion of 

social support networks. Two family clinicians led the 

multiple-family group sessions. The clinicians were trained and 

supervised according to a stringent protocol that included 

specification of the multiple-family group intervention 

in a treatment manual. The clinicians acted as group leaders, 

family educators, and liaisons to the patient’s treatment team. 

The treatment protocol began with three weekly sessions that 

included the multiple-family group clinicians and each 

family separately, without the patients present. The two 

clinicians, along with the principal investigator (the first 

author) and the project psychiatrist, then provided an 

educational workshop for several families together, without 

the patients present.  

Two weeks later, the families in each cohort met with the 

patients present. Weekly meetings were organized around 

formal problem-solving procedures to develop 

individualized goals and coping methods.  
Out-patient treatment was provided as needed in both 

intervention and TAU group. 

p. 750 col 3 last 

paragraph -751 col 1 

paragraph 3 

Intervention: 
Integrated / 

multicomponent / 

complex intervention 

Multicomponent intervention: 

Multiple-family group treatment was intended to improve 

illness management, social support, and coping skills for the 

patient and family members. 

p. 750 col 3 paragraph 

4 

Intervention Location 
(Ambulant/housing 

facility/transition between 
hospital and ambulant) 

Community outpatient facility, Spokane Mental Health in 

Spokane, Washington. 
p. 750, col 2, Methods 

section paragraph 1 

Duration of intervention 
(Duration and number of 
intermittent periods of 
intervention activity) 

Each patient was followed prospectively 

to determine service use for 

one year after the cohort start date. 

p. 751 col 1 section 

measures paragraph 1 

Timing during 
Intervention 
(e.g. frequency, duration of each 
intervention period) 

Standard care and group treatment 

Weekly sessions that included the multiple-family group 

clinicians and each family separately, without the patients 

present.  

Educational workshop for several families together, without 

the patients present. 

 

Two weeks later, the families in each cohort met with the 

patients present. Weekly meetings were organized 

around formal problem-solving procedures to develop 

individualized goals and coping methods. 

 

Intervention for 
comparison group 

Patients assigned to standard care received usual services, 

including medication management, case management, 

and, for some patients, therapeutic and rehabilitation services. 

p. 750 col 3 section 

“Treatment 

conditions” paragraph 

1 
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Monitoring frequency 
(frequency of patient  and/ or 
staff monitoring of development 
based on intervention) 

Outpatient service was measured in minutes of staff time for 

the year before and the year after the cohort start date. 

Outpatient services included individual and group therapy 

sessions, medication management, and other in-person case 

management services provided to the patient. The multiple 

family group service time was also included in the summing of 

outpatient service time. Use of the urgent care 

and crisis care services available at the mental health center 

were tracked separately for each group. 

p. 751 col 1 bottom 

paragraph 

Detecting EWS  
(Yes/No) 

Not specified  

Management plan/plan of 
action 

Not specified       

Treatment providers 
(e.g. no., profession, training, 
ethnicity etc. if relevant) 

Case manager, a nurse, a psychiatrist, and a 

social worker delivered the mental health services. 

p. 750 col 3 section 

“Treatment 

conditions” paragraph 

1 

Location for intervention: 
Home visits/MHC center visits 

Outpatient facility p. 750 col 2 paragraph 

2 

Follow-up 
(Effect of intervention) 

One years after cohort start the outpatient treatment in 

minutes and the number of hospitalizations  from 1 year 

before baseline were compared with the number from 1 

year after baseline for the two groups  

p. 752 table 2 

Reassessment 
(Baseline test/other) 

Baselines tests were reassessed one year after cohort 

start 

p. 753 Table 3 

Compliance Not described       

Confounders Risk of contamination between TAU and intervention 

due to contact between case-manager and intervention 

manager. 

p. 750 col 3 treatment 

conditions. 

Outcomes 
 Description as stated in report/paper 

 

Location in text or 

source (pg & 

¶/fig/table/other) 

Outcome name One-year Outpatient service utilization and Number of 

hospitalizations  

p. 749 col 3 bottom 

paragraph 

Outcome definition  
(change in number or severity 
of relapse/ regiment of 
handling relapse: Ambulant/ 
rehospitalisation) 

Decrease in hospitalizations without increasing outpatient 

care cost by using psychoeducational multiple-family 

treatment. 

p. 751 col 1 – 2 

“Measures” and 753 

col 1 discussion 

Time points measured 
(Time to relapse/time between 
relapse’) 

Outpatient service use and hospitalizations in the year 

before baseline (patient records) and a in the year of the 

intervention 

p. 753 table 3 
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(Early) Warning Signs 
identified 
(list) 

Not described  

Number of (Early) 
Warning Signs 
experienced 

Not described  

Management plan/plan 
of action 
Actions described for handling 
early warning signs/crisis 

Standard guidelines were provided p. 750 col 3 bottom 

paragraph 

Time from detecting 
Early Warning Signs to 
relapse 

Not described  

Patient measuring/ 
reporting 
(Handling own disease/control 
over own life/ improved quality 
of life as a result of the 
intervention/tool?) 

Not described       

Unit of measurement  
(No. of relapse/time) 

Minutes of outpatient service pr year and number of 

hospitalizations pr year pr group 

p. 752 Table 2 

If outcome is measured 
by tool: Is tool 
validated? 

 Yes  No 

 Unclear 

  

Baseline measurement/ 

reassessment tools are 

validated 

p. 751 col 2 paragraph 

1 

Imputation of missing 
data 
(for participant 
dropout/noncompliance) 

The analysis used an intent-to-treat design, in which data for all 

participants—55 patients receiving multiple-family group 

treatment and 51 receiving standard care—were retained 

regardless of their level of participation or whether they dropped 

out of the study. Twenty-six participants dropped out during the 

first year—11 from the multiple-family group treatment 

condition and 15 from the standard care condition. 

( analysis design: intention to treat) 

No imputation of missing data was reported. 

p. 751, col 2 section 

“Analysis” paragraph 1 

Significance of findings 
(Benefit of intervention) 

The number of minutes of current outpatient service and group 

membership (multiple-family group treatment versus standard 

care) were significantly correlated with hospitalization in the 

year after random assignment to study groups. 

There was a significant association between group membership 

and hospitalization  p=0.04 ( discrepancy between p value stated 

in text and table p=0.03) 

I year after baseline hospitalization in intervention group 9%, in 

TAU group 22%. 

p. 753 col 1 paragraph 

1 

Notes:    

 

Other 

Study funding sources 
(including role of funders) 

This study was supported by grant MH- 
52259 from the National Institute of Mental 
Health. 

p.754 

“acknowledgements” 
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Possible conflicts of 
interest 
(for study authors) 

None stated       

Notes:         
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Data extraction form (version 21.05.2019) 
Cochranes data collection form for intervention review – RCTs and non-RCTs (1) was used as guide for 

development of this data extraction form 

General Information 
Date form completed 
(dd/mm/yyyy) 

07/07/2019 

Name/ID of person extracting 
data 

Kirsten Johansen 

Report title Is structured group psychoeducation for bipolar patients effective in ordinary 

mental health services? A controlled trial in Italy 

Report ID  
(ex. First author) 

Valentina Candini 

Reference details 
(author/journal/year) 

V.Candini et al./Journal of Affective Disorders 151(2013)149–155 

Report author contact details Corresponding author. Tel.: +39 303501333.  

E-mail address: vcandini@fatebenefratelli.it(V.Candini). 

Publication type  (e.g. full report, 

abstract, letter) 
Research report 

Conflicts of interest No conflict of interest 

Study eligibility 

Study 

Characteristics 

Eligibility criteria 

(Insert inclusion criteria for each characteristic as 

defined in the Protocol) 

Eligibility criteria met?  Location in text or 

source (pg & 

¶/fig/table/other) Yes No Unclear 

Type of study Randomised Controlled Trial     

Case-control Trial     

Controlled Before and After Study     

Qualitative study     

Other design (specify):  

Non-randomized controlled trial 

(intervention and standard care group)  

x    
p. 150, method 

section  paragraph 1 

Participants Patients with bipolar disorder x    
p. 150, method 

section  paragraph 1 

Types of 
intervention 

Psychoeducation and standard care 
x    

p. 150, method 

section  paragraph 1 

Types of 
comparison 

Standard care 
   

p. 150, method 

section  paragraph 1 

General information 4588 (same method/intervention as 4758 but different location and population) 
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INCLUDE x  

 

 

Notes: 

 

Characteristics of included studies  

Method 
 Descriptions as stated in report/paper Location in text 

or source (pg & 

¶/fig/table/other) 

Aim of study  
(e.g. efficacy, equivalence, 
pragmatic) 

Evaluate the effectiveness of psychoeducation in routine mental 

health services and assess its effectiveness in reducing the number 

of hospitalizations and the number of days spent in hospital, at a 1-

year follow up. 

p. 150 col 1 

paragraph 3 

Design 
(e.g. parallel, crossover, 
non-RCT) 

Controlled study with 1 year follow-up p. 150 col method 

section paragraph 1 

p. 151 col 1 section 

main outcome 

Unit of allocation 
(units from which patients 
are recruited) 

Patients included in this controlled study were receiving standard 

psychiatric care at two Italian Departments of Mental Health (DMHs) 

located either directly in or near Brescia, Italy. 

p. 150 col method 

section paragraph 1 

 

Start date             

End date             

Duration of 
participation 
(from recruitment to last 
follow-up) 

5 psychoeducational groups could be implemented in five 

Community Mental Health Centres (CMHCs),belonging to the two 

DMHs, over the course of one year 

P. 151 col 1 

paragraph 2 

Ethical approval 
needed/ obtained for 
study 

 Yes  

 No  

x  Unclear 

            

Notes:         

Participants 
 Description 

Include comparative information for each intervention or 

comparison group if available 

Location in text or 

source (pg & 

¶/fig/table/other) 

Population description 
(from which study 
participants are drawn) 

All patients included in this controlled study were receiving 
standard psychiatric care at two Italian Departments of Mental 
Health (DMHs) located either directly in or near Brescia, Italy.  

p. 150 col method 

section paragraph 1 
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Setting 
(ambulant, inpatient or 
transition) 

Outpatient setting p. 150 col 2, 

participants 

 

Inclusion criteria  Lifetime diagnosis, according to DSM-IV criteria for bipolar disorder 
type I or II,  assessed by the Structured Clinical Interview for the 
Diagnosis of DSM-IV Disorders (SCID-I); age 18–65 years presence 
of euthymia for at least 3 months; sufficient information available 
on prior illness course collected in a retrospective ≥18 month 
follow-up.  

p. 151 participant 

section 

Exclusion criteria DSM-IV Axis I comorbidity, mental retardation (IQ<70), organic 
brain damage, or deafness. Patients undergoing any structured 
form of psychotherapy were also excluded 

p. 151-152 participant 

section 

Method of recruitment 
of participants  
(e.g. phone, mail, clinic 

patients) 

All clinicians working in the DMHs were informed that they could 
refer bipolar patients to the psychoeducation group to be 
conducted at each Centre. 

p. 151 participant 

section 

Informed consent 
obtained 

x  Yes  No 

 Unclear  

      p. 151 participant 

section 

Total no. randomised  
(or total pop. at start of study 
for NRCTs) 

127 patients were referred, 102 were considered suitable for the 
inclusion. Randomisation was not possible in this study, because 
it was a pragmatic trial conducted in routine conditions. 
Moreover, for ethical reasons, we could not withdraw eligible 
patients from a potentially beneficial intervention. In an attempt 
to overcome this problem, we opted to use a natural control 
group, which consisted of patients selected for participation (and 
therefore meeting all inclusion criteria), but kept on a waiting list, 
due to space limits. 

 

p. 151 participant 

section 

Clusters 
(if applicable, no., type, no. 
people per cluster) 

na  

Baseline information 
-assessment 
-severity of illness 
-medical treatment 
# previous hospitalizations 
(mean) 

 The SCID-I; 

 The Patient Schedule, including socio-demographic, 
clinical, and treatment-related information;  

 The Young Mania Rating Scale(YMRS):a score of <6 was 
necessary for inclusion;  

 The Hamilton Rating Scale for Depression (HAM-D-17): a 
score of <8 was necessary for inclusion. 

p. 151 standardised 

assessment 

Withdrawals and 
exclusions 
(if not provided below by 
outcome) 

5 patients declined, 20 were excluded after SCID-1 

assessment 

p.151 col 1 paragraph 

1 

Age 
(At onset /first episode) 

mean 41.5 (SD 9.1) years 

mean age at onset 29 ( SD 8.5) years 

p. 152, table 1 

Sex 27 males, 75 females p. 152, table 1 

Participant ethnicity Not stated       

Diagnosis 
(criteria) 

Bipolar I: n=55, Bipolar II: n=47 p. 152, table 1 



4 

 

Family status 
(staying with family/living 
alone/housing facility) 

Married n=22     p. 152, table 1   

Prior episodes of 
relapse 
(#prior episodes/time; 
# hospitalizations/time; 
Duration of average episode) 

Previous hospitalizations, lifetime: mean 0.40 (SD 0.77) p. 152, table 1 

Notes:    

Intervention groups 
 Description as stated in report/paper 

 

Location in text or 

source (pg & 

¶/fig/table/other) 

Group name 

(Intervention/Tau) 

Experimental group 

Waiting list( standard care) 

p. 150 col 2 

paragraph 1 

No. of participants in 
groups 

(intervention and comparison 
group) 

Experimental group: 57 patients 

Waiting list: 45 patients 

p. 150 col 2 

paragraph 1 

and fig 1 

Theoretical basis  

(include key references)  

Colom and Vieta 2006  

Description of 

Intervention 
 (of primary intervention, 

consumer involvement, 

structured intervention, psycho 

education, social therapy, CBT, 

coping skills training, Support 

social/peer) 

Colom and Vieta (2006) model for conducting 
psychoeducation:21 weekly 90-min sessions, each aiming at 
improving four main patient life areas:  
(i) illness awareness; (ii) treatment adherence; (iii)early 
detection of prodromal symptoms and recurrences; (iv) lifestyle 
regularity.  
The need for participants to attend all sessions was 
underscored, and participants missing more than five sessions 
were excluded, so as to avoid the potential for insufficient 
treatment ‘dose’ in cases producing nil results.  

 

p. 150 Method 

section/study design 

Intervention: 
Integrated / 

multicomponent / 

complex intervention 

Multiple focus points. The program was not described in detail. 

Pychoeducation in group sessions to improve illness awareness, 

treatment adherence, early detection of prodromal symptoms 

and recurrence and lifestyle regularity. 

p. 150 Method 

section/study design 

Intervention Location 
(Ambulant/housing 

facility/transition between 
hospital and ambulant) 

The psychoeducational groups were conducted in five 
Community Mental Health Centres( ambulant) belonging to the 
two Departments of Mental Health in or near Bresia, Italy.  

p. 151 col 1 

paragraph 2 
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Duration of intervention 
(Duration and number of 
intermittent periods of 
intervention activity) 

21 weekly 90-min sessions, each aiming at improving four main 
patient life areas:  
(i) illness awareness; (ii) treatment adherence; (iii)early 
detection of prodromal symptoms and recurrences; (iv) lifestyle 
regularity.  
5 psychoeducational groups could be implemented in five 
Community Mental Health Centres (CMHCs),belonging to the 
two Departments of Mental Health, over the course of one 
year. Patients were consecutively included in each group up to 
a maximum number of 12 patients, and subsequent patients 
were put on a waiting list. 

p. 150 Method 

section/study design 

 

 

 

P. 151 col 1 

paragraph 2 

Timing during 
Intervention 
(e.g. frequency, duration of each 
intervention period) 

21 weekly 90 minutes sessions p. 150 Method 

section/study design 

Intervention for 
comparison group 

When the psychoeducational groups were fully booked, 
potential participants were put on a waiting list. Patients on the 

waiting list received standard care. 

P. 151 col 1 

paragraph 2 

Monitoring frequency 
(frequency of patient  and/ or 
staff monitoring of development 
based on intervention) 

Not specified  

Detecting EWS  
(Yes/No) 

yes p. 150 Method 

section/study design 

Management plan/plan of 
action 

Not specified       

Treatment providers 
(e.g. no., profession, training, 
ethnicity etc. if relevant) 

The psychoeducation program was conducted by two clinical 
psychologists who had attended a targeted 5-day training 
psychoeducation course held in Brescia by one of the method's 
authors (Francesc Colom). 

p. 150 col 2 

paragraph 3 

Location for intervention: 
Home visits/MHC center visits 

Community mental health centres  p. 150 col 2 

participant section 

Follow-up 
(Effect of intervention) 

Satisfaction questionnaire – see below       

Reassessment 
(Baseline test/other) 

Upon conclusion of psychoeducation for the experimental 
group, the participating patients were asked to fill in a 
satisfaction questionnaire comprising 29 items, each of which 
required 5-point Likert scale rating. The questionnaire surveyed 
most of the psychoeducation course content, general 
satisfaction with the course, and willingness to recommend the 
method to other patients with bipolar disorder. 

p. 151 standardised 

assessment 

Compliance 11 participants (19.3%) withdrew from the group: 
Manic recurrence (1patient), depressive recurrence (1patient), 
mixed recurrence (2patients), conflicting schedules (3patients 
found new employment during the psychoeducation phase and 
were unable to attend the sessions), or disagreement with the 
psychoeducation approach (4patients refused to believe that 
bipolar disorder has biological causes). Drop-out participants 
attended a mean of 10.45 sessions (SD=5.31). 

p.151 col 2 Section 

3.2 drop-out 

Confounders None reported  
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Outcomes 
 Description as stated in report/paper 

 

Location in text or 

source (pg & 

¶/fig/table/other) 

Outcome name The primary outcome measure was chosen to be the number of 
hospitalisations at the 1-year follow-up; the number of 
hospitalised days was also recorded. 

p. 151 col 1 section 

2.4 main outcome 

Outcome definition  
(change in number or severity 
of relapse/ regiment of 
handling relapse: Ambulant/ 
rehospitalisation) 

Comparing no. of hospitalisations and days hospitalised 

during the intervention period, between experimental 

group and waiting list group 

p. 152 col 1 section 

3.4 and 3.5 

Time points measured 
(Time to relapse/time between 
relapse’) 

Not stated  

(Early) Warning Signs 
identified 
(list) 

Not reported  

Number of (Early) 
Warning Signs 
experienced 

Not reported  

Management plan/plan 
of action 
Actions described for handling 
early warning signs/crisis 

Not described  

Time from detecting 
Early Warning Signs to 
relapse 

Not described  

Patient measuring/ 
reporting 
(Handling own disease/control 
over own life/ improved quality 
of life as a result of the 
intervention/tool?) 

Not described       

Unit of measurement  
(No. of relapse/time) 

No of hospitalisations, and no of days hospitalised p. 153 table 2 

If outcome is measured 
by tool: Is tool 
validated? 

 Yes  No 

x  Unclear 

  

Satisfaction questionnaire p. 151 col 1 section 

2.3 

Imputation of missing 
data 
(for participant 
dropout/noncompliance) 

All analysis were conducted according to “intention to treat all”, 
including data from all 102 patients allocated to either treatment 
(n=57) or control (n=45). The 11 drop-outs were included in all 
ITT analysis. 

p. 151 col 2 

paragraph 1 
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Significance of findings 
(Benefit of intervention) 

Primary outcome: No of hospitalizations: 

During the1-year follow-up, patients who had received 

psychoeducation had 0.11(SD=0.36) admissions, versus the 

control group's 0.47(SD=0.69) (p=0.001) i.e. more than 25% 

fewer than experienced by the control group. 

Secondary outcome: No of hospitalization days: 

For the psychoeducation phase, a mean of 0.93 (SD=4.8) 

hospitalization days for the psychoeducation group, versus the 

control group's 2.64(SD=8.82)( p=0.269). During the1-year 

follow-up, patients who had attended psychoeducation spent 

an average of 1.75(SD=7.0) days in hospital versus 

10.16(SD=16.8) observed for control group patients: a 

significant difference (p=0.001). 

p. 152 col 1 section 

3.4 and 3.5 

Notes:    

 

Other 

Study funding sources 
(including role of funders) 

This project was funded by the Lombardy Region, “Progetti 
innovative per la salute mentale”, ref. TR15 

p. 154 col 2 

Possible conflicts of 
interest 
(for study authors) 

The authors have no conflict of interest regarding this paper. p. 154 col 2 

Notes:         

Limitation: Potential risk of bias 

Timefactor in relation to baseline assessment,  standard treatment and time of year ( among bipolar 

patients time of year/ light affect mood) 

 



1 

 

Data extraction form (version 21.05.2019) 
Cochranes data collection form for intervention review – RCTs and non-RCTs (1) was used as guide for 

development of this data extraction form 

General Information 
Date form completed 

(dd/mm/yyyy) 

04.07.2019 

Name/ID of person extracting 

data 

Kirsten Johansen 

Report title 1. Psychoeducational Psychotherapy for schizophrenic patients and their  

key relatives or care-givers: results of a 2-year follow-up  

2. Long-term effects of a psychoeducational psychotherapeutic 
intervention for schizophrenic outpatients and their key-persons – 
results of a five-year follow-up* 

 

Report ID ( ex. First author) 1. G. Buchkremer 

2. W.P.Hornung 

Reference details 

(author/journal/year) 

1. Buchkremer G, Klingberg S, Holle R, Schulze Monking H, Hornung WP. 
Psychoeducational psychotherapy for schizophrenic patients and their key 
relatives or care-givers: results of a 2-year follow-up. 

Acta Psychiatr Scand 1997: 96: 483491 

2. W. Peter Hornung · Reinhold Feldmann ,Stefan Klingberg · Gerhard 
Buchkremer ·Thomas Reker 
Eur Arch Psychiatry Clin Neurosci (1999) 249 :162–167  

3.  

Report author contact details 1.G. Buchkremer, Universitatsklinik fur Psychiatrie und 
Psychotherapie Tubingen. Osianderstr. 24, D-72076 
Tubingen. Germany 

2. W. P. Hornung (Y) 

Rheinische Kliniken Bonn, 

Kaiser-Karl-Ring 20, D-53111 Bonn, Germany 

Tel.: 0228/551-2247, Fax: 0228/551-2606 

e-mail: wp.hornung@mail.lvr.de 

 

Publication type  (e.g. full 

report, abstract, letter) 

1 and 2: Journal article 

Conflicts of interest None stated 

General information 4634 and 3232 
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Study eligibility 

Study 

Characteristics 

Eligibility criteria 

(Insert inclusion criteria for each 

characteristic as defined in the Protocol) 

Eligibility criteria met?  Location in text or 

source (pg & 

¶/fig/table/other) 
Yes No Unclear 

Type of study Randomised Controlled Trial 
1.Randomized controlled Prospective intervention 

study 

2. Follow-up study 

x    

1. p. 483 Abstract and 
introduction  col 2 
last paragraph 
2. p. 163 col 1 
paragraph 3 

Case-control Trial     

Controlled Before and After Study     

Qualitative study     

Other design (specify): 

 
   

 

Participants Schizophrenic patients 
x    

 p. 484 material 

and methods (i) 

Types of 

intervention 

Relapse prevention intervention, containing 

psychoeducational medication training, cognitive 

psychotherapy, key-person counselling 

x    
p. 484 col 1, 

introduction  

Types of 

comparison 

Patients participating in a leisure time group only 

x    

p. 484 material 

and methods 

table 1 

 

INCLUDE  x  

 

 

Notes: 

 

Characteristics of included studies  

Method 

 Descriptions as stated in report/paper Location in text or 

source (pg & 

¶/fig/table/other) 
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Aim of study  

(e.g. efficacy, 

equivalence, 

pragmatic) 

1. Investigate the general and differential 

efficacy of various therapeutic interventions: a) psychoeducational 

medication training b) cognitive psychotherapy c) key-person 

counselling 

2. a) to examine whether the treatment program outlined 

above, involving schizophrenic patients and their keypersons, 

had a long-lasting positive impact on the 

number of patients being rehospitalized; 

(b) to evaluate the long-term development of psychopathology 

within these probands 

1. p. 484 col 1 

paragraph 1  

 

 

2. p. 163 paragraph 3 

Design 

(e.g. parallel, 

crossover, non-RCT) 

1. Prospective randomized controlled intervention trial 

2. 5-year follow-up 

p.483 col 2 bottom 

Unit of allocation 

(units from which 

patients are recruited) 

Out-patient departments of nine psychiatric hospitals and a 

number of psychiatric practices and a number of psychiatric 

practices throughout Germany 
 

p. 484, col 2 top 

paragraph 

Start date May 1989 p. 484, col 2 top 

End date Feb 1990 p. 484, col 2 top 

Duration of 

participation 

(from recruitment to 

last follow-up) 

From baseline assessment, post 8 months treatment phase 

assessment, 1,2 and 5 year  follow-up ( the follow-up 

assessments is years after end of treatment) Total duration 5 

years and 8 months. 

1. p. 486 col 1 section 

“measurement 

intervals” 

2. p. 164 col 1 section 

“evaluation outcome 

and outcome 

measures” 

Ethical approval 

needed/ obtained for 

study 

 Yes  

 No  

 Unclear 

Not stated       

Notes:         

Participants 
 Description 

Include comparative information for each intervention or 

comparison group if available 

Location in text or 

source (pg & 

¶/fig/table/other) 
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Population description 

(from which study 

participants are drawn) 

The study population in this study are first described in the article below: 

Psychoeducational training for schizophrenic patients: background, 

procedures and empirical findings. Hornung et al.  And later again in the 

article:  

1. Longterm effects of a psychoeducational psychotherapeutic 

intervention for schizophrenic outpatients and their key persons – results 

of a five year follow-up. Hornung et al. 

2. The five-year follow-up is described in this article: W. Peter Hornung, 
Reinhold Feldmann, ,Stefan Klingberg, Gerhard Buchkremer, 
Thomas Reker 
 

Patient education and 

counselling 29 (1996) 

257-268 

 

Eur Arch Psychiatry 
Clin Neurosci (1999) 
249: 162-167  
 
Eur Arch Psychiatry 
Clin Neurosci (1999) 
249 :162–167  
 

Setting 

(ambulant, inpatient or 

transition) 

Ambulant mental health setting in 7 study centres. The 

practical implementation of the study required the 

running of patients’ groups at seven study centres 

(psychiatric departments or hospitals in Dortmund, 

Herten, Lengerich, Munster (two centres), Osnabruck 

and Rhede). 

p. 484, col 2 

randomization 

section 

Inclusion criteria  (i) schizophrenia diagnosed according to DSM- 

111-R 295 with the exception of 295.7 (exclusion 

of schizoaffective disturbances); 

(ii) at least two acute psychotic episodes within 

the past 5 years; 

(iii) at least 4 weeks of psychopathological stabilization; 

(iv) indication for long-term neuroleptic medication 

on an out-patient basis; 

(v) no secondary psychiatric diagnosis 

p. 484 col 1 Material 

and methods 

Exclusion criteria        

Method of recruitment 

of participants (e.g. 

phone, mail, clinic 

patients) 

Not described in detail p. 484, col 2 

paragraph 1 

Informed consent 

obtained 

x  Yes  No 

 Unclear  

 p. 485 col 2 , 2 

bottom lines. 

Total no. randomised  

(or total pop. at start of 

study for NRCTs) 

191 patients, 80 female, 111 male were recruited. 

147 patients were randomly assigned to the five groups. 

p. 485, col 1 

paragraph 1 and col 2 

section “drop-outs” 
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Clusters 

(if applicable, no., type, 

no. people per cluster) 

See below       

Baseline information 

-assessment 

-severity of illness 

-medical treatment 

# previous 

hospitalizations (mean) 

The mean age (+SD): 31.3 +/- 7.0 years, the mean age at 

onset of illness was 22.9 +/- 5.8 years, the mean number of 

hospitalizations was 4.7 +/- 3.6, and the total duration 

of hospitalization was 56.4 +/- 52.5 weeks. The mean 

dose of chlorpromazine (CPZ) equivalents was 

4639 +/- 680. In total, 40% of the patients received only 

depot, 49% received oral and 11% received combined oral 

and depot medication. Compliance was rated as good in 72% 
of patients. Ratings on  the Global Assessment Scale (GAS), 

on the rating scale of psychopathological symptoms 

according to the German-language work-group on methods 

and documentation [Arbeitsgemeinschaft fur Methodik 

und Dokumentation in der Psychiatrie] (AMDP), on the Brief 

Psychiatric Rating Scale (BPRS), and on the Scale for the 

Assessment of Negative Symptoms (SANS) were 

accomplished for a comprehensive description of the sample. 

The mean GAS score (+/-SD) was 55.1 +/- 10.4, the mean 

total AMDP score was 15.3+/- 9.5, the mean total BPRS 

score was 29.41-7.4, the mean total SANS score was 6.6+/- 

4.0 and the mean Strauss-Carpenter-prognosis score 

was 47.8 +/- 7.4. 

p. 484 col 2, section 

“patient selection” 

Withdrawals and 

exclusions 

(if not provided below 

by outcome) 

44 patients who were rehospitalized or dropped out for other 

reasons during the period between randomization and the 

start of group treatment (2 to 6 months) had to be excluded. 

However, these patients were followed up as completely as 

possible. There was no significant difference between 

participating patients and preliminary drop-outs with regard 

to the balancing factors of randomization. In total 29% of the 

patients dropped out of the control group, and 20% dropped 

out of the treatment group. 

p. 485 col 2 section 

“drop-outs” 

Age 

(At onset /first episode) 

Mean age (+SD): 31.3 +/- 7.0 years,  

Mean age at onset of illness was 22.9 +/- 5.8 years 

p. 484 col 2 

Sex 80 female, 111 male p. 484 col 2 

Participant ethnicity Not stated       

Diagnosis 

(criteria) 

Schizophrenia diagnosed according to DSM- 

111-R 295 with the exception of 295.7 (exclusion 

of schizoaffective disturbances) 

p. 484 col 1, patient 

selection 
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Family status 

(staying with 

family/living 

alone/housing facility) 

Not specified. However part of the intervention was aimed 

at key relatives. For patients with no relatives, the caregiver 

was involved. 

p. 484 col 1 

paragraph 3 

Prior episodes of 

relapse 

(#prior episodes/time; 

# hospitalizations/time; 

Duration of average 

episode) 

at least two acute psychotic episodes within 

the past 5 years. The mean number of 

hospitalizations was 4.7 +/- 3.6, and the total duration 

of hospitalization was 56.4 +/- 52.5 weeks.  

p. 484 col 1 and 2 

“patient selection” 

Notes:         

Intervention groups 

 Description as stated in report/paper 

 

Location in text or 

source (pg & 

¶/fig/table/other) 

Group name 

(Intervention/Tau) 

Treatment group and control group p. 485 col 1 section 

“study Intervention” 

No. of participants in 

groups 

(intervention and 

comparison group) 

Group I  Group la  Group II  Group Ila  Group Ill (control) 
  (n=32)     (n=35)     (n=34)      (n=33)       (n=57)  
  PMT        PMT        PMT         PMT          LTG 
  LTG         LTG        CP            CP 
                  KC                           KC 
 
PMT. psychoeducational medication management training; 
CP. Cognitive psychotherapy;  
KC, key-person counselling;  
LTG, leisure-time group. 

 

p. 484 Table 1  
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Theoretical basis  

(include key references)  

Relapse prevention based on the vulnerability stress 
model of schizophrenia and expressed emotion research 
 
BEBBINGTOP NE , KUIPER SL . The predictive utility of 
expressed emotion in schizophrenia: an aggregate analysis. 
Psycho1 Med 1994: 24: 707-718. 
 
ECKMATNA , WIRSHINGW C, MARDERS R et al. Technique 
for training schizophrenic patients in illness self-management: 
a controlled trial. Am J Psychiatry 1992: 149: 1549-1555. 
 
BELLACK AS, SAYERS M , MUESER KM, BENNETT M . Evaluation of 
social problem solving in schizophrenia. J Abnorm psychology 1994: 
103:371-378 
 
TARRIER N, BECKETT R , HARWOOD S, BAKER A , YUSUPOFF L, 
UGARTEBURU I. A trial of two cognitive-behavioural methods of 
treating drug-resistant residual psychotic symptoms in schizophrenic 
patients. I. Outcome. Br J Psychiatry 1993:162: 524-532 
 
FALLOON IRH, BOYD J L, McGILL C W. Family care of 
schizophrenia: a problem-solving approach to the treatment 
of mental illness. New York: Guilford, 1984. 

p. 483, introduction,  

col 1  

Description of Intervention 

 (of primary intervention, 

consumer involvement, 

structured intervention, 

psycho education, social 

therapy, CBT, coping skills 

training, Support 

social/peer) 

1.Psychoeducational training for medication compliance [PMT] was 
carried out in 10 group sessions, the first 5 sessions at weekly intervals 
and the remaining 5 sessions at fortnightly intervals. 2.Cognitive 
counselling [CP] followed with 15 sessions, 7 sessions at weekly and 8 
sessions at fortnightly intervals. Each of the groups consisted of 6 to 8 
patients. 3. Key person counselling [KC] was carried out in the form of 
an expert-initiated self-help group. The first ten of the 20 sessions 
were run regularly by project staff, who subsequently attended every 
third session in order to prepare the transition to a self-help structure. 
Integrity in the way in which the treatment was implemented was 
ensured by holding close-knit supervision sessions at regular intervals. 
The treatment was administered in line with previously prepared 
treatment manuals (21), and was recorded in detail. The 4. non-
specific treatment in the control group consisted of regular leisure-
time group activities (games, excursions, visits to organized functions, 
etc.) as requested by the participants. 

p. 485 col 1-2 Section: 

study intervention 

Intervention: 

Integrated / 

multicomponent / 

complex intervention 

Multicomponent intervention: cognitive psychotherapy 

(CP), psychoeducational medication training( PMT), and 

key-person counselling(KC), and a leisure time group for 

control(LTG) 

p. 484 col 1 

paragraph 2,3,4 and 

table 1 p. 484 

Intervention Location 

(Ambulant/housing 

facility/transition between 

hospital and ambulant) 

Outpatient department in psychiatric hospitals and 

psychiatric practices. 

p. 484 col 2 

paragraph 1 
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Duration of intervention 

(Duration and number of 

intermittent periods of 

intervention activity) 

8 months treatment phase. 

PMT: 5 weekly sessions, and 5 sessions fortnightly 

CP: 7 sessions weekly and 8 sessions fortnightly 

KC: 20 sessions run regularly 

p. 486 col 1 Section: 

Measurement 

intervals 

Timing during Intervention 

(e.g. frequency, duration of 

each intervention period) 

See above  

Intervention for 

comparison group 

The non-specific treatment in the control group 

consisted of regular leisure-time group activities 

(games, excursions, visits to organized functions, etc.) 

as requested by the participants. 

p. 485 col 1 study 

intervention section, 

paragraph 2. 

Monitoring frequency 

(frequency of patient  and/ or 

staff monitoring of development 

based on intervention) 

Weekly or fortnightly during a 38 weeks period p. 485 col 1, section 

study intervention 

Detecting EWS  
(Yes/No) 

yes P.484 col 1 paragraph 

1 

Management plan/plan of 

action 

Individual crisis schedules were drawn up. P.484 col 1 paragraph 

1 

Treatment providers 

(e.g. no., profession, 

training, ethnicity etc. if 

relevant) 

Project staff ran the intervention. The KC was carried out 

as an expert initiated self-help group, initially run by 

project staff for the first 10 sessions, and subsequently the 

staff were present every third session. 

The leaders of the leisure-time groups were students of 

psychology or educational sociology with a deep interest 

and involvement in schizophrenic disorders and the 

associated psychosocial deficits. They were supervised by 

the project staff. 

p. 485 col 1-2, section 

study intervention 

Location for intervention: 

Home visits/MHC center 

visits 

Practical implementation of the study required the 

running of patients’ groups at seven study centres 

(psychiatric departments or hospitals in Dortmund, 

Herten, Lengerich, Munster (two centres), Osnabruck 

and Rhede). Each of the seven study centres used every 

treatment condition and control group. 

p. 484-485, 

randomization 

section 

Follow-up 

(Effect of intervention) 

1. Follow-up at 12 and 24 months after completion of 

treatment 

2.Follow-up 5 years after completion of intervention 

p. 486 col 1 

measurement section 

p. 164 col 1 section 

“evaluation of 

outcome and 

outcome measures” 



9 

 

Reassessment 

(Baseline test/other) 

1.Data were recorded at baseline and immediately after completion of 8 

months treatment phase. And again after 12 and 24 months. 

2. five year follow-up: Raters were blind to the treatment conditions. 

Whenever possible, patients were examined by face to face interview. 

If necessary, information was completed by referring to patients’ case  

notes and/or hospital records. 

. 

1. p. 486 col 1 

measurement section 

2. p. 164 col 1 section 

“evaluation of 

outcome and 

outcome measures”  

Compliance Some patients had deliberately dropped out of the study 

by the time of 2 year follow-up, and others were lost to 

follow-up. Participation in the follow-up examination 

(psychopathology, treatment data, subjective state of 

health, etc.) was stressful for some patients. 

p. 485, section “drop-

outs” 

Confounders  None described  

Outcomes 

 Description as stated in report/paper Location in text or 

source (pg & 

¶/fig/table/other) 

Outcome name 1. Rehospitalization 

 

 

 

2. The main focus of this long-term follow-up was the rehospitalization 

rate of the patients of the four treatment groups within the five-year 

period following completion of therapy. 

 

1. p. 485 col 2 section 

outcome criteria 

 2. p. 164 col 1 

section “evaluation of 

outcome and outcome 

measures” 

Outcome definition  

(change in number or severity 

of relapse/ regiment of 

handling relapse: Ambulant/ 

rehospitalisation) 

Rehospitalization was defined as a 36-h full hospitalization or 5-day 

partial hospitalization.  

The main endpoint of the study was the first rehospitalization during the 

follow-up period after completion of treatment. Assuming that the 

treatment components do not take effect immediately but only after a 

certain time, rehospitalizations during the treatment period were not 

taken into account.  
Secondary endpoints covered psychopathological symptoms, medication 

management, social functioning and subjective experience. 

 

p. 485 col 2 - p. 486 

col 1,  section 

outcome criteria 

Time points measured 
(Time to relapse/time between 
relapse’) 

Not registered  

(Early) Warning Signs 
identified (list) 

Not stated  

Number of (Early) 
Warning Signs 
experienced 

Not stated  

Management plan/plan 
of action 
Actions described for handling 

early warning signs/crisis 

1. The patients were trained to recognize early symptoms, 

and individual crisis schedules were drawn up and 

medication management skills were promoted. 

1. P 484, col 1 

paragraph 

“psychoeducational 

medication training” 

Time from detecting 
Early Warning Signs to 
relapse 

Not described   
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Patient measuring/ 

reporting 
(Handling own disease/control 

over own life/ improved quality 

of life as a result of the 

intervention/tool?) 

Not described       

Unit of measurement  
(No. of relapse/time) 

Rehospitalization rate (%) p. 486 col 2, result 

section, line 2 

If outcome is measured 

by tool: Is tool validated? 

x  Yes  No 

 Unclear   

Past history, sociodemographic 

description schedule(WHO), BPRS, 

AMDP, SANS, GAS 

p. 486 “measurement 

instruments” 

Imputation of missing 
data 
(for participant 
dropout/noncompliance) 

Not stated  

In a modified intention-to-treat approach all 

patients who had attended at least one group 

session were included in the main analysis 

p. 485, drop-out 

section 

Significance of findings 
(Benefit of intervention) 

Rehospitalization rate for the total treatment group( 1, 1a, II and IIa) was 

38% compared to 50% in the control group ( p=0.21) 

1. At the 2-year follow-up, significant differences between the treatment 

group and the control group in favour of the former group were recorded 

in the variables of confidence in medication and confidence in the 

therapist - two vital components of PMT. 

The results of the study can be summarized as follows. 

(i) The patients in the total treatment group did not differ significantly at 

the 2-year follow-up from those in the control group with regard to 

rehospitalization, psychopathological symptoms and medication 

compliance. 

(ii) However, after 2 years, they displayed better social functioning and 

greater confidence both in their therapist and in their medication. 

(iii) Two years after the completion of treatment, the treatment group 

with the most intensive approach (PMT+CP+KC) had a 26% lower 

rehospitalization rate than the control group. ( 24% PMT+CP+KC vs 

50% vs control) 

2. Within the two and five year follow-up, the rehospitalization 

rates in the treatment groups covering the psychoeducational training 

with or without cognitive psychotherapy but without key-person 

counselling are consistently higher than in the other two treatment groups 

including the key-persons of the patients. Though the rehospitalization 

rates in the treatment group with the most comprehensive intervention, 

i.e., psychoeducational training and cognitive therapy for patients and 

key-person counselling, are consistently the lowest. At the two- and 

five-year follow-up, the difference between this treatment group and the 

control group was nominally significant, as long as not adjusted for 

multiple testing. 

1. p. 488 (result 

section) col 1 and 2 

 

 

 

 

 

2. p. 165 col 1-2, 

result section 

 

 

 

 

486 col 2 

Result section 

Comparison p<0.043 

Notes:    

Other 

Study funding sources 

(including role of funders) 

1.Funded by the German ministry of Research and Technology 

2. Funded by the German Research Community (DFG) 

1.p. 490 

Acknowledgements 

2. p. 162 

Possible conflicts of 

interest (for study authors) 

None described       
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Notes:         

 

Risk of bias that baseline measurement ( balancing factors/confounding factor) between groups is not 

reported in the study 
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Data extraction form (version 21.05.2019) 
Cochranes data collection form for intervention review – RCTs and non-RCTs (1) was used as guide for 

development of this data extraction form 

General Information 
Date form completed 
(dd/mm/yyyy) 

08.07.2019 

Name/ID of person extracting 
data 

Kirsten Johansen 

Report title A randomized trial on the efficacy of Group Psychoeducation in the prophylaxis 
of recurrences in Bipolar patients whose disease is in remission 

Report ID  
(ex. First author) 

Francesco Colom 

Reference details 
(author/journal/year) 

Francesco Colom, Arch Gen Psychiatry/vol 60, Apr 2003 pp 402-407 

Report author contact details Eduardo Vieta, clinical Institute of Psychiatry and clinical psychology, Hospital 
clinic de Barcelona Villaroel 170 Barcelona 08036, Barcelona Spain. Email: 
evita@clinic.ub.en 

Publication type  (e.g. full report, 

abstract, letter) 
Research report 

Conflicts of interest None stated 

Study eligibility 

Study 

Characteristics 

Eligibility criteria 

(Insert inclusion criteria for each characteristic as 

defined in the Protocol) 

Eligibility criteria met?  Location in text or 

source (pg & 

¶/fig/table/other) Yes No Unclear 

Type of study Randomised Controlled Trial x    
p. 403 section “study 

design” 

Case-control Trial     

Controlled Before and After Study     

Qualitative study     

Other design (specify): 

Randomized single blind trial 

 

   

 

Participants Patients diagnosed Bipolar I or II x    p. 402 “subjects” 

Types of 
intervention 

Prophylaxis of reoccurrence 
x    

p. 402 

General information  4758 



2 

 

Types of 
comparison 

Psychoeducation compared with standard 
treatment 

x    
p. 402 colom 3 

paragraph 2 

 

INCLUDE   

 

 

Notes: 

 

Characteristics of included studies  

Method 
 Descriptions as stated in report/paper Location in text 

or source (pg & 

¶/fig/table/other) 

Aim of study  
(e.g. efficacy, equivalence, 
pragmatic) 

To test 3 interventions that have shown individual efficacy: Early 
detection of prodromal symptoms, enhancement of treatment 
compliance and introduction of lifestyle regularity, in a structured 
intervention for euthymic bipolar outpatients receiving standard 
pharmacological treatment. 

p. 402 colom 3 

paragraph 2 

Design 
(e.g. parallel, crossover, 
non-RCT) 

Parallel 2 group randomized single blind trial 
(patient blinded) 

p. 403 study design 

paragraph 1 

Unit of allocation 
(units from which patients 
are recruited) 

The bipolar program of the Hospital clinic at the university of 
Barcelona 

p. 402 “subjects” 

Start date Not stated       

End date Not stated       

Duration of 
participation 
(from recruitment to last 
follow-up) 

2 years p. 404, col 1 

paragraph 1 

Ethical approval 
needed/ obtained for 
study 

x  Yes  

 No  

 Unclear 

Research ethics committee 

approved the study 

p. 403 study design 

paragraph 1 

Notes:         

Participants 
 Description 

Include comparative information for each intervention or 
comparison group if available 

Location in text or 

source (pg & 

¶/fig/table/other) 

Population description 
(from which study 
participants are drawn) 

Patients were recruited from the bipolar I and II patients enrolled 
in the naturalistic prospective follow-up of the Bipolar Disorders 
Program of the Hospital clinic at the university of Barcelona, Spain. 

p. 402 “subjects”, 

paragraph 1 
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Setting 
(ambulant, inpatient or 
transition) 

Outpatient setting p. 402 colom 3 

paragraph 2 

Inclusion criteria  Lifetime diagnosis of bipolar I or II, elicited by a trained 
psychiatrist, being Euthymic( young Mania Rating Scale score <6, 
Hamilton depression Rating Scale -17 score <8) for at least 6 
months; having sufficient data on the prior course of illness 
collected from a prospective follow-up of at least 24 months. 

p. 403 col 1 

paragraph 1 

Exclusion criteria DSM-IV axis I comorbidity except for caffeine and nicotine 
dependence, mental retardation( IQ<70); organic brain damage; or 
deafness. Patients receiving psychotherapy and participating in 
pharmacological trials were excluded. 

p. 403 col 1 

paragraph 1 

Method of recruitment 
of participants  
(e.g. phone, mail, clinic 

patients) 

Not stated       

Informed consent 
obtained 

x  Yes  No 

 Unclear  

            

Total no. randomised  
(or total pop. at start of 
study for NRCTs) 

120 patients fulfilling DSM-IV criteria for bipolar disorder type I or 
II 

p. 402 “subjects”, 

paragraph 1 

Clusters 
(if applicable, no., type, no. 
people per cluster) 

Control group n= 60 
Psychoeducation group n=60 

p. 404 table 2 

Baseline information 
-assessment 
-severity of illness 
-medical treatment 
# previous hospitalizations 
(mean) 

Structured clinical interview for DSM-IV (SCID II) and Young Mania 
Rating Scale, Hamilton Depression Rating Scale-17, and Holmes 
and Rahe inventory for stressful life events 

p. 404 col 1 

paragraph 1 

Withdrawals and 
exclusions 
(if not provided below by 
outcome) 

16/60 in the experimental group withdrew from group sessions, of 
these 4 were due to relapse( lost to follow-up) , 12 stayed in the 
study. 
7/60 in the control group withdrew from the groups sessions, but 
continued in the study. 

p. 404 col 1 “patient 

flow and dropout” 

Age 
(At onset /first episode) 

Control mean +/- SD year : 23.25(7.55) 
Psychoeducation mean +/- SD year:22.26 (6.69) 

p. 404 table 2 

Sex Control: male 22, female 38 
Psychoeducation: male 22, female 38 

p. 404 table 2 

Participant ethnicity Not stated  

Diagnosis 
(criteria) 

DSM-IV criteria for bipolar disorder type I or II   p. 402 “subjects”, 

paragraph 1 

Family status 
(staying with family/living 
alone/housing facility) 

Not stated       

Prior episodes of 
relapse 
(#prior episodes/time; 
# hospitalizations/time; 
Duration of average episode) 

Total no of previous episodes, mean  +/- SD: 
Control 8.81 (6.60) 
Psychoeducation 10.31 (10.55) 

p. 404 table 2 

Notes:         
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Intervention groups 
 Description as stated in report/paper 

 

Location in text or 

source (pg & 

¶/fig/table/other) 

Group name 

(Intervention/Tau) 

Psychoeducation group/ control group p. 404 table 2 

No. of participants in 
groups 
(intervention and comparison 
group) 

60 patients in each group p. 404 table 2 

Theoretical basis  
(include key references)  

Perry A et al. Randomized controlled trial of the efficacy of teaching patient 
with bipolar disorder to identify early symptoms of relapse and obtain 
treatment. BMJ 1999; 318: 149-153 

Cochran, SD preventing medical noncompliance in the outpatient treatment of 
bipolar affective disorder. J consult clin psychol 1984; 52:873-878 

Frank E. Interpersonal and social rhytm therapy prevents depressive 
symptomatology in bipolar patients [abstract] 1999 

p. 407 references 

Description of 

Intervention 
 (of primary intervention, 

consumer involvement, 

structured intervention, psycho 

education, social therapy, CBT, 

coping skills training, Support 

social/peer) 

The experimental group received standard psychiatric care and were 

enrolled in a psych educative program composed of 21 weekly 90 min 

sessions, aiming at improving 4 main issues: Illness awareness, 

treatment compliance, early detection of prodromal symptoms and 

recurrences, and lifestyle regularity. The program was performed in an 

8-12 patient group setting. The intervention described treatment as 

usual with additional psychoeducation. 

Session contained speech of the day, topic related exercise ( list 

triggers factors) and discussion. Focus on 4 main issues: 

Illness awareness, early detection of prodromal symptoms, treatment 

compliance 

Stress management, substance abuse avoidance, lifestyle regularity, 

preventing suicidal behaviour. 

Increase knowledge, coping with psychosocial consequences of past 

and future episodes, coping with residual symptoms and impairments, 

improve Q of L. 

Both control and intervention group received standard 

pharmacological treatment. 

Patients assigned to the control group received standard 

pharmacological treatment and intervention consisting of 20 weekly 

group meetings of 8 – 12 patients without special instructions from 

the therapist. 

Both groups received standard pharmacological treatment 

p. 403 “treatment 

section” 
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Intervention: 
Integrated / 

multicomponent / 

complex intervention 

Multicomponent intervention p. 402 col 3 

Intervention Location 
(Ambulant/housing 

facility/transition between 
hospital and ambulant) 

Bipolar Disorder Program of the Hospital Clinic of Barcelona, 
Spain 

p. 403 “Study design” 

Duration of intervention 
(Duration and number of 
intermittent periods of 
intervention activity) 

21 weeks of treatment and 2 years of follow-up p. 403 “Study design” 

Timing during 
Intervention 
(e.g. frequency, duration of each 
intervention period) 

The study consisted of 2 phases: 21 weeks of randomized treatment in 
which all patients received standard psychiatric care with standard 
pharmacological treatment. The experimental group received 21 
weekly psychoeducation sessions of 90 min duration. The patients 
assigned to the control group met every week for 20 weeks in groups 
of 8 – 12 patients without special instructions from the therapist. The 
follow-up phase comprised 2 years, during which all patients 
continued to receive standard treatment without psychological 
intervention. 

p. 403 “Study design” 

Intervention for 
comparison group 

Patients assigned to the control group received standard 

pharmacological treatment and intervention consisting of 20 weekly 

group meetings of 8 – 12 patients without special instructions from 

the therapist. 

p. 403 “treatment 

section” 

Monitoring frequency 
(frequency of patient  and/ or 
staff monitoring of development 
based on intervention) 

All subjects were assessed monthly by the study psychiatrist 
and every 2 weeks by a research assistant who had instructions 
to contact the psychiatrist if recurrence was suspected 

p. 403 “assessment” 

Detecting EWS  
(Yes/No) 

yes p. 403 “treatment 

section” 

Management plan/plan of 
action 

No management plan mentioned, but “coping with sub-
syndromal residual symptoms and impairments” 

p. 403 “treatment 

section” 

Treatment providers 
(e.g. no., profession, training, 
ethnicity etc. if relevant) 

2 psychiatrist, 2 psychologist and a research assistant p. 403 “treatment 

section” and 

“assessment” 

Location for intervention: 
Home visits/MHC center visits 

Bipolar Disorder Program of the Hospital Clinic of Barcelona, 
Spain 

p. 403 “Study design” 

Follow-up 
(Effect of intervention) 

The follow-up included assessment of reoccurrence, symptom 
checking and treatment registration 

p. 404 col 1 

paragraph 1 

Reassessment 
(Baseline test/other) 

Baseline assessment was repeated every 2 months p. 404 col 1 

paragraph 1 

Compliance Compliance was assessed by separately conducted compliance 
focused interview with patient and with first degree relatives 
or partner, and by plasma concentration of mood stabilizers. 

p. 404 col 1 

paragraph 1 

Confounders None reported  

Outcomes 

 Description as stated in report/paper 

 

Location in text or 

source (pg & 

¶/fig/table/other) 
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Outcome name Recurrence p. 404 col 1 

“Definition of 

recurrence” 

Outcome definition  
(change in number or severity 
of relapse/ regiment of 
handling relapse: Ambulant/ 
rehospitalisation) 

The emergence of a new acute episode according to DSM-IV 
criteria and scores above or equal to 20 on the Young Mania 
Rating Scale for manic recurrence; above or equal to 12 for 
hypomanic recurrence; and above or equal to 17 on the 
Hamilton Depression rating Scale-17 for depressive recurrence; 
above or equal to 20 on the YMRS and 12 on the HDRS-17 for 
mixed recurrence. 

p. 404 “definition of 

recurrence” 

Time points measured 
(Time to relapse/time between 
relapse’) 

The number of relapse  
during the intervention: control n= 36; psychoeducation n= 23 
during the follow-up phase: control n= 55, psychoeducation n= 40 
No registration of time lapse between relapse 

p. 405 Table 3 

(Early) Warning Signs 
identified 
(list) 

No list provided  

Number of (Early) 
Warning Signs 
experienced 

Not provided  

Management plan/plan 
of action 
Actions described for handling 
early warning signs/crisis 

Not provided  

Time from detecting 
Early Warning Signs to 
relapse 

Not stated  

Patient measuring/ 
reporting 
(Handling own disease/control 
over own life/ improved quality 
of life as a result of the 
intervention/tool?) 

Not reported  

Unit of measurement  
(No. of relapse/time) 

Number of recurrences during treatment and during follow-up. p. 405 Table 3  

If outcome is measured 
by tool: Is tool 
validated? 

x  Yes  No 

 Unclear   

      p. 404 section 

“Definition of 

recurrence” 

Imputation of missing 
data 
(for participant 
dropout/noncompliance) 

No. Patients who withdrew from group sessions but stayed in the 
intervention was included in the analysis. Patients who dropped 
out due to relapse were included in the analysis for the 
corresponding condition, but not included in analysis for any 
other condition. 

p. 404 “patient flow 

and dropout” 

Significance of findings 
(Benefit of intervention) 

During the treatment phase 36 from the control group 
experienced relapse compared to 23 in the psychoeducation 
group ( P< 0.05) 
After the follow-up phase( 2 years) the difference in number of 
patients relapsing between the psychoeducation and control 
group ( 40 vs 55) is statistical significant (p<0.001) 
Mean no. of hospital days in the intervention group 4,75, in the 
control group 14,83 (p<0.05) 

p. 405 number of 

recurrences 
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Notes:    

Other 

Study funding sources 
(including role of funders) 

Stanley Medical Research Institute, Bethesda Md, grant 98/0700 
from Instituto de Salud Carlos III-fondos para la investigación 
Sanataria Madrid, Spain, grant 028/97 from Fundacio Maritó de 
TV3, Barcelona, Catalania, Spain and Fundació Reviralta, 
Barcelona Catalania 

p. 407 col 2 

paragraph 2 

Possible conflicts of 
interest 
(for study authors) 

None reported       

Notes:         

Staff was blinded during baseline assessment (p. 403 assessment) 

 

Because the inclusion procedure is not reported, selection bias cannot be refuted. 
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Data extraction form (version 21.05.2019) 
Cochranes data collection form for intervention review – RCTs and non-RCTs (1) was used as guide for 

development of this data extraction form 

General Information 
Date form completed 
(dd/mm/yyyy) 

02.08.2019 

Name/ID of person extracting 
data 

Kirsten Johansen 

Report title 1. Five-Year Follow-up of a Randomized Multicenter Trial of Intensive Early 

Intervention vs Standard Treatment for Patients With a First Episode 

of Psychotic Illness  
2. Course of illness in a sample of 265 patients with first-episode psychosis—Five-year 

follow-up of the Danish OPUS trial 

 

Report ID  
(ex. First author) 

Mette Bertelsen, 

Reference details 
(author/journal/year) 

Mette Bertelsen, MSc; Pia Jeppesen, MD, PhD; Lone Petersen, PhD; Anne Thorup, MD, 

PhD; Johan Øhlenschlæger, MD, PhD; Phuong le Quach, MD; Torben Østergaard 

Christensen, PhD; Gertrud Krarup, MD; Per Jørgensen, MD; Merete Nordentoft, MD, PhD, 

MPH,  
1. (REPRINTED) ARCH GEN PSYCHIATRY/VOL 65 (NO. 7), JULY 2008 

2. Schizophrenia Research 107 (2009) 173–178 

 

Report author contact details Mette Bertelsen,Bispebjerg Hospital, Dept. Psychiatry, Bispebjerg 

Bakke 23, 2400 Copenhagen NV, Denmark. Tel.: +45 35312171; fax: +45 

35313953. 

E-mail addresses: mbe_76@yahoo.dk, merete.nordentoft@dadlnet.dk 
Publication type  (e.g. full report, 

abstract, letter) 
Research articles 

Conflicts of interest None 

Note Where no article no.is provided, it is article no. 1 that is referred to. 

Study eligibility 

Study 

Characteristics 

Eligibility criteria 

(Insert inclusion criteria for each 

characteristic as defined in the Protocol) 

Eligibility criteria 

met?  

Location in text or source 

(pg & ¶/fig/table/other) 

Yes No Unclear 

Type of study Single blinded Randomised 

Controlled Clinical Trial 
x    

p. 762 

Case-control Trial     

Controlled Before and After Study     

Qualitative study     

Other design (specify):     

General information 4966, 4965 
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Participants Schizophrenia Spectrum, first 

episode F2 category of ICD-10 
x    

p. 763 participants 

Types of 
intervention 

Intensive Early-intervention  
x    

p. 762 

Types of 
comparison 

Patients receiving standard care 
x    

p. 764 randomization 

 

INCLUDE  x  

 

 

Notes: 

 

Characteristics of included studies  

Method 

 Descriptions as stated in report/paper Location in text or source 

(pg & ¶/fig/table/other) 

Aim of study  
(e.g. efficacy, equivalence, 
pragmatic) 

To determine the long-term effects of an intensive early-

intervention program (OPUS) for first episode psychotic 

patients. And to offer an individualized treatment plan. 

p. 762 and 764 

Design 
(e.g. parallel, crossover, 
non-RCT) 

Single-blinded, randomized, controlled clinical trial of 2 years 

of an intensive early-intervention program vs standard 

treatment. Follow-up periods were 2 and 5 years. 

p. 762 

Unit of allocation 
(units from which patients 
are recruited) 

Department of Psychiatry, Bispebjerg Hospital, Denmark 

Psychiatric Hospital Risskov, Risskov, Denmark 

 

p. 764 Randomization 

Start date Inclusion into the program from Jan 1998 until Dec 

2000 

p. 763 

End date Not stated       

Duration of 
participation 
(from recruitment to last 
follow-up) 

Patients were followed and reassessed after 2 and 5 

years 

p. 763 col 2 

Ethical approval 
needed/ obtained 
for study 

x  Yes  

 No  

 Unclear 

The local ethics committee approved 

the trial (KF 

01-387/97). 

 

A randomised multicentre trial of 

integrated versus standard treatment 

for patients with a first episode of 

psychotic illness BMJ, 

doi:10.1136/bmj.38565.415000.E01 

(published 2 September 2005) 

Notes:         
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Participants 
 Description 

Include comparative information for each intervention 

or comparison group if available 

Location in text or source 

(pg & ¶/fig/table/other) 

Population 
description 
(from which study 
participants are drawn) 

Patients were included from both inpatient and outpatient mental 

health services in Copenhagen and Aarhus. A total of 90% of the 

patients in 

Aarhus and 63% in Copenhagen were registered in the psychiatric 

case registers as having had their first contact with psychiatric 

services in the same period, and they were diagnosed within the 

same diagnostic spectrum. 

Patients described in article 2 constitute a subsample of the OPUS 

trial 

Article 1 
p. 763 participants Article 2 
Study design p. 174 
 

Setting 
(ambulant, inpatient or 
transition) 

Ambulant setting, except if the patient was hospitalized, then the 

contact person from the treatment team would visit at the hospital.  
p. 764 intensive early 

intervention program 

Inclusion criteria  age between 18 and 45 years, 

came in contact with mental health services for the first time with a 

diagnosis within the schizophrenia spectrum (measured using the 

F2-category codes of the International Statistical Classification of 

Diseases, 10th Revision [ICD-10]20), and none of them had 

received antipsychotic 

medication for more than 12 continuous weeks. 

p. 763 participants 

Exclusion criteria Patients must have experienced a psychosis to 

participate in the 5 year follow-up 

Article 2 

Study design p. 174  

Method of 
recruitment of 
participants  
(e.g. phone, mail, clinic 

patients) 

Patients were included from both inpatient and outpatient mental 

health services in Copenhagen and Aarhus. 

Not further specified 

p. 763, participants 

Informed consent 
obtained 

 Yes  No 

 Unclear  

Not specified       

Total no. randomised  
(or total pop. at start of 
study for NRCTs) 

N=547; control: n=272, Intervention group: n= 275 p. 763 participants 

Clusters 
(if applicable, no., type, no. 
people per cluster) 
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Baseline information 
-assessment 
-severity of illness 
-medical treatment 
# previous hospitalizations 
(mean) 

                                                     No. (%) 
                                                           Intensive 
                                                    Early-Intervention             Standard 
Treatment 
                                                      Program (n=275)                        
(n=272) 
Characteristics:   
Sociodemographic 
Male                                                      159 (58)                                 164 
(60) 
Mean (SD) age, y                                 26.6 (6.4)                               26.6 
(6.3) 
Married                                                    16 (6)                                     14 
(5) 
Being a parent                                         42 (15)                                   37 
(14) 
Completed high school                            98 (36)                                   83 
(31) 
Education 
None                                                      163 (60)                               156 
(59) 
Being educated                                        38 (14)                                 31 
(12) 
Short education, skilled                            54 (20)                                 52 
(20) 
Longer education                                     17 (6)                                    24 
(9) 
Living conditions 
Living alone vs with partner or child        208 (76)                                213 
(80) 
Living with parents                                    49 (18)                                  41 
(15) 
Living in supervised setting                          1 (0)                                    2 
(1) 
Homeless                                                   14 (5)                                   10 
(4) 
Inpatient at randomization                        117 (43)                              127 
(47) 
Clinical 
Median duration of untreated 
psychosis, wka                                                       46                                       53 

Diagnosis 
Schizophrenia                                            185 (67)                            177 
(65) 
Schizotypal disorder                                     42 (15)                             37 
(14) 
Delusional disorder                                       12 (4)                               13 
(5) 
Brief psychosis                                              19 (7)                               26 
(10) 
Schizoaffective disorder                                10 (4)                               15 
(5) 
Unspecified nonorganic psychosis                 7 (2)                                  4 
(1) 
Psychopathology scoresb 

Psychotic dimension                                    2.8 (1.4)                            2.6 
(1.4) 
Negative dimension                                      2.2 (1.2)                           2.2 
(1.2) 
Disorganized dimension                               1.0 (0.9)                           1.0 
(1.0) 
Substance abuse 
Diagnosis of substance abuse                      73 (27)                              73 
(27) 
Suicidal ideation and behavior 
Suicide attempt ever                                        82 (32)                           77 
(31) 
Suicide attempt during last year                      48 (21)                           52 
(23) 
Suicidal thoughts during last year                 124 (58)                          136 
(64) 
Social functioning 
Mean (SD) GAF symptoms                          32.7 (10.3)                      34.4 
(11.0) 
Mean (SD) GAF functioning                         41.6 (13.6)                     41.0 

(13.1) 
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Withdrawals and 
exclusions 
(if not provided below by 
outcome) 

Due to attrition in the follow-up period, the final sample we were 

able to analyse only consisted of 313 patients; of these, 48 had 

been diagnosed with schizotypal disorder and were therefore 

excluded, since we were interested in a sample of patients who had 

experienced a psychosis 

 

Article 2 

p. 174 Method study design 

Age 
(At onset /first episode) 

Between 18 – 45years. Mean, (SD) Years: 26.6 (6.4)  

Not further specified 

p. 763 participants 

Sex Intensive early intervention: Male n= 159(58%) Female 116 (42%) 

Standard treatment:  Male n=164 (60%) Female 108 (40%) 

p. 763 table 1 

Participant ethnicity Not stated       

Diagnosis 
(criteria) 

Schizophrenia Spectrum Disorder according to F2-category codes 

of the International Statistical Classification of Diseases, 10th 

Revision [ICD-10] 

p. 763 participants 

Family status 
(staying with family/living 
alone/housing facility) 

See baseline information above       

Prior episodes of 
relapse 
(#prior episodes/time; 
# hospitalizations/time; 
Duration of average 
episode) 

At the time of inclusion, patients were aged between 18 and 45 

years and came in contact with mental health services for the first 

time with a diagnosis within the schizophrenia spectrum. 

p. 763 participants 

Notes:         

 

 

Intervention groups 
 Description as stated in report/paper 

 

Location in text or source 

(pg & ¶/fig/table/other) 

Group name 

(Intervention/Tau) 

Intensive early intervention group vs standard 

treatment 

p. 763 table 1 

No. of participants in 
groups 
(intervention and comparison 
group) 

Standard treatment n=272 vs intensive early 

intervention n=275 

p. 763 table 1 
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Theoretical basis  

(include key references)  

The effect of early intervention in relapse prevention among patients with 
schizophrenia 
 
Birchwood M, Todd P, Jackson C. Early-intervention in psychosis: the 
critical 
period hypothesis. Br J Psychiatry Suppl. 1998;172(33):53-59. 
 
Craig TK, Garety P, Power P, Rahaman N, Colbert S, Fornells-Ambrojo 
M, Dunn 
G. The Lambeth Early Onset (LEO) team: randomised controlled trial of 
the effectiveness of specialised care for early psychosis. BMJ. 
2004;329(7474):1067. 
 
Petersen L, Jeppesen P, Thorup A, Abel MB, Ohlenschlaeger J, 
Christensen TO, 
Krarup G, Jorgensen P, Nordentoft M. A randomised multicentre trial of 
integrated 
versus standard treatment for patients with a first episode of psychotic 
illness. BMJ. 2005;331(7517):602. 
 
Malla AK, Norman RM, Joober R. First-episode psychosis, early-
intervention, and 
outcome: what have we learned? Can J Psychiatry. 2005;50(14):881-891. 
 
Penn DL, Waldheter EJ, Perkins DO, Mueser KT, Lieberman JA. 
Psychosocial 
treatment for first-episode psychosis: a research update. Am J 
Psychiatry. 2005; 
162(12):2220-2232. 

p. 770 references and p. 762 

introduction 

Description of 

Intervention 
 (of primary intervention, 

consumer involvement, 

structured intervention, psycho 

education, social therapy, CBT, 

coping skills training, Support 

social/peer) 

The intensive early-intervention program consisted of 3 core 

elements: ACT,8,9 family treatment,12,21 and social skills 

training,15.22. 

A crisis plan was developed and trained for with each patient. 

The aim of the intensive early-intervention program was to 

offer an individual 

plan of treatment for each patient. If patients were reluctant to 

be treated, the team stayed in contact with the patient and tried 

to find a common focus for collaboration to thereby motivate 

the patient to continue treatment. The team always tried to get 

in contact with at least 1 family member and motivate the 

family to participate in a psychoeducational group. Family 

treatment followed the McFarlane 

manual for psychoeducational treatment21 for multiple family 

groups and included 18 months of treatment for 1.5 hours 

every second week in a multiple-family group with 2 therapists 

and 4 to 6 patients with their families. The focus was on 

problem solving and development of skills to cope with the 

illness. Patients with impaired social skills were offered social 

skills training focusing on medication, coping with symptoms, 

conversation, and problem-solving skills in a group with a 

maximum of 6 patients and 2 therapists.  

Caseload intervention group 10. 

 

      

Intervention: 
Integrated / 

multicomponent / 

complex intervention 

Integrated intervention  

Intervention Location 
(Ambulant/housing 

facility/transition between 
hospital and ambulant) 

Patients were visited at their homes or other 

places in the community, or seen at their primary team 

member’s 

office, according to the patients’ preferences 

p. 764 intensive early 

intervention program 

Duration of intervention 
(Duration and number of 
intermittent periods of 
intervention activity) 

2 years:  p. 764 intensive early 

intervention program 
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Timing during 
Intervention 
(e.g. frequency, duration of 
each intervention period) 

18 months of family treatment every 2 weeks for 

groups of 4-6 patients with their family 

p. 764 intensive early 

intervention program 

Intervention for 
comparison group 

Standard treatment usually consisted of offering the patient 

treatment 

at a community mental health center. Each patient was in 

contact with a physician, a community mental health nurse, 

and in some cases, a social worker. Home visits were possible, 

but office visits were the general rule. Such psychosocial 

treatments as supported counseling, psychoeducation, and 

family contact were provided infrequently and in a less 

intensive and unsystematic way, and only in a minority of 

cases. Caseload control group 20-30. 

p. 764 standard treatment 

Monitoring frequency 
(frequency of patient  and/ or 
staff monitoring of 
development based on 
intervention) 

Not provided  

Detecting EWS  
(Yes/No) 

Not provided  

Management plan/plan 
of action 

A crisis plan was developed 

and trained for with each patient. The aim of the intensive 

early-intervention program was to offer an individual 

plan of treatment for each patient. 

p. 764 intensive early 

intervention program 

Treatment providers 
(e.g. no., profession, training, 
ethnicity etc. if relevant) 

Standard treatment: Each patient was in contact with a 

physician, a community mental health nurse, and in some 

cases, a social worker. For the intervention program two 

multidisciplinary teams were established and trained. 

p. 764 standard treatment and 
intensive early intervention 
program 

Location for intervention: 
Home visits/MHC center visits 

Patients were visited at their homes or other 

places in the community, or seen at their primary team 

member’s 

office, according to the patients’ preferences 

p. 764 intensive early 

intervention program 

Follow-up 
(Effect of intervention) 

1, 2 and 5 year follow-up p. 766 attrition from the study 

Reassessment 
(Baseline test/other) 

At entry, the 2-year follow-up, and the 5-year follow-up, 

information 

on the following topics was collected: 

 (1) main diagnosis and substance abuse, based on the 

Schedule for Clinical Assessment in Neuropsychiatry ([SCAN] 

version 2.0 in 1998 and SCAN 2.1 since 1999) 

(2) symptoms according to the Scale for Assessment of 

Psychotic Symptoms (SAPS) and Scale for Assessment of 

Negative Symptoms (SANS) 

(3) sociodemographic factors 

(4) course of illness with Life Chart Schedule  

(5) global assessment of functioning and symptoms (GAF) 

(6) duration of untreated psychosis, assessed at entry to the 

trial with the Interview for Retrospective Assessment of Onset 

of Schizophrenia 

(7) suicidal behavior, measured by self-reporting of suicide 

attempts and suicidal ideation 

The algorithms from the SCAN interview were used to 

investigate 

whether patients fulfilled the general criteria for depression 

according to the ICD-10. 

p. 764 Assessment 

Compliance The attrition of participants includes a number of patients 

“refusing to/did not show up” for the follow-up interview. This 

could be interpreted as lack of compliance. 

Fig. 1 p. 765 
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Confounders Even though it is not possible to detect a possible attrition bias 

at the 5-year follow-up, it cannot be refuted that the large 

attrition at the 5-year follow-up may have biased the results. In 

the 5-year follow-up, performance bias may have influenced 

the results, owing to the fact that the patients from the 

experimental group, unlike the patients from the standard 

group, experienced a shift in treatment continuity when 

they were transferred to standard treatment after 2 years. The 

raters at the 5-year follow-up were blinded to previous 

treatment allocation, and data from the registers offered 100% 

follow-up of patients, thus minimizing the risk of our results 

being biased. On the other hand, assessment at the 2-year 

follow-up may have been associated with 

a biased rating owing to the lack of blinding; therefore, these 

results may have been subject to detection bias. 

p.769 

Outcomes 
 Description as stated in report/paper 

 

Location in text or source 

(pg & ¶/fig/table/other) 

Outcome name Primary outcome measures were psychotic and negative 

symptoms(SANS and SAPS) and social functioning ( functional 

GAF). Secondary outcomes included secondary diagnosis of 

substance abuse, medication and use of services, depressive 

symptoms, suicidal behavior, housing situation, and vocational 

situation.  

p. 765 outcome measures 

Outcome definition  
(change in number or severity 
of relapse/ regiment of 
handling relapse: Ambulant/ 
rehospitalisation) 

Besides the above outcome also is described by no. 

of days spent in hospital (use of services) 

p. 767 use of services 

Time points measured 
(Time to relapse/time 
between relapse’) 

Not reported  

(Early) Warning Signs 
identified 
(list) 

NA  

Number of (Early) 
Warning Signs 
experienced 

Not reported  

Management plan/plan 
of action 
Actions described for handling 
early warning signs/crisis 

Not described  

Time from detecting 
Early Warning Signs to 
relapse 

Not reported  

Patient measuring/ 
reporting 
(Handling own 
disease/control over own life/ 
improved quality of life as a 
result of the 
intervention/tool?) 

Not reported       

Unit of measurement  
(No. of relapse/time) 

Change in SANS, SAPS and GAF scores p.766  primary outcome 

measures 
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If outcome is measured 
by tool: Is tool 
validated? 

x  Yes  No 

 Unclear 

  

      p.764 assessments 

Imputation of missing 
data 
(for participant 
dropout/noncompliance) 

Because of the attrition from the follow-up interviews the 

influence of missing data on the 2- and 5-year outcome measures 

had to be considered. Hence, data from the SANS, SAPS, and 

GAF were subjected to further analysis using a mixed-model 

analysis with a repeated-measurements model with unstructured 

variance matrix. This approach 

assumed that the distribution of missing data could be estimated 

from the information from previous interviews. 

p. 765 statistical analysis 

Significance of findings 
(Benefit of intervention) 

The effect of the intensive early-intervention program: After 2 

years of treatment improved psychotic function and 

improved GAF score. However this difference was not present 

after 5 years. The intensive early-intervention program 

significantly reduced substance abuse at the 2-year follow-up, 

but not 

at the 5-year follow-up, no effect was found on depression and 

suicidal behavior after 2 or 5 years, as was also the case with 

antipsychotic medication. Patients who had participated in the 

intensive early intervention program during the first 2 years 

spent significantly fewer days in hospital than patients who 

had received standard treatment (96 vs 123 days p=0.05)From 

2 to 5 years, there was no significant difference in mean days in 

hospital between patients in the 2 groups.  

It was found that 37% of the sample had not been psychotic in 

the two years preceding the five-year follow-up, 17% had 

displayed an episodic course of illness, and 46% were 

continuously ill. Especially male gender, a diagnosis of 

schizophrenia, substance abuse and having no contacts with 

friends (OR 2.11, 95% CI 1.24 to 3.58) were associated with the 

illness course up to five years after, and in almost all cases with 

twice as high a risk of becoming continuously ill. 

Article 1 

p.766-67primary and 

secondary outcome measures 

 

Article 2 

p. 176 Multivariate analysis 

Notes:    

Other 

Study funding sources 
(including role of funders) 

This study was supported by grant 96-0770-71 from the 

Danish Ministry of Health, Danish Ministry of Social 

Affairs, University of Copenhagen, Copenhagen Hospital 

Cooperation, grants 9601612 and 9900734 from the Danish 

Medical Research Council, Slagtermester Wørners 

Foundation, and the Stanley Wada Research Foundation. 

p. 770 

Possible conflicts of 
interest 
(for study authors) 

None stated       

 

Risk of selection bias cannot be refuted due to the inclusion process. 
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Data extraction form (version 21.05.2019) 
Cochranes data collection form for intervention review – RCTs and non-RCTs (1) was used as guide for 

development of this data extraction form 

General Information 
Date form completed 

(dd/mm/yyyy) 

 

Name/ID of person extracting 

data 

Kirsten Johansen 

Report title Community Nursing Support for Clients with Schizophrenia 

Report ID ( ex. First author) Lora Humphrey Beebe 

Reference details 

(author/journal/year) 

Lora Humphrey Beebe,  

Archives of psychiatric Nursing, vol XV, No 5 (October), 2001:pp 214-222 

Report author contact details Lora Humphrey Beebe, University of Florida College of Nursing, Health 

Science Center, P.O.Box 100187, Gainsville, Fl 32610-0187 

Publication type  (e.g. full 

report, abstract, letter) 

Pilot research study 

Conflicts of interest Not stated 

Study eligibility 

Study 

Characteristics 

Eligibility criteria 

(Insert inclusion criteria for each 

characteristic as defined in the Protocol) 

Eligibility criteria met?  Location in text or 

source (pg & 

¶/fig/table/other) 
Yes No Unclear 

Type of study Randomised Controlled Trial x    p.216 

Case-control Trial     

Controlled Before and After Study     

Qualitative study     

Other design (specify): 

Pilot research study 
    

Participants 48 patients with schizophrenia x    
p. 216 col 2 

paragraph 3 

General information 4993 
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Types of 

intervention 

Telephone nursing intervention  
x    

p. 214 abstract and 

p.216 “Procedure” 

paragraph 1 

Types of 

comparison 

Control group 
x    

p.216 “Procedure” 

paragraph 1 

 

INCLUDE x  

 

 

Notes: 

 

Characteristics of included studies  

Method 
 Descriptions as stated in report/paper Location in text 

or source (pg & 

¶/fig/table/other) 

Aim of study  

(e.g. efficacy, 

equivalence, 

pragmatic) 

Test the effectiveness of a telephone nursing intervention in increasing 
community survival and decrease the number and length of 
rehospitalizations for persons with schizophrenia.  
The intervention was hypothesized to function as a moderating factor to 
reduce the effects of stress on vulnerable persons with schizophrenia. 

 

p. 214, abstract 

Design 

(e.g. parallel, 

crossover, non-RCT) 

An experimental, posttest only, control group design p. 214, abstract 

Unit of allocation 

(units from which 

patients are recruited) 

Participants were recruited from a convenience sample of psychiatric 

patients admitted to a state psychiatric hospital 

p. 216, col 2 

paragraph 2. 

Start date Not stated       

End date Not stated       

Duration of 

participation 

(from recruitment to 

last follow-up) 

3 months of weekly telephone intervention and  

3 months of follow-up = Duration: 6 months 

p. 216, “Procedure “ 

section, paragraph 1 
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Ethical approval 

needed/ obtained for 

study 

yes  

no  

x  Unclear  

Not stated       

Notes:         

Participants 
 Description 

Include comparative information for each intervention or 

comparison group if available 

Location in text or 

source (pg & 

¶/fig/table/other) 

Population description 

(from which study 

participants are drawn) 

124 participants met inclusion criteria by (hospital)record review. 39% ( 

n=48) agreed to participate; 31% declined and 30% were discharged 

before being approached. 

p.216, col 2 

paragraph 3 

Setting 

(ambulant, inpatient or 

transition) 

Ambulant setting: Participants were at home/ not at a specific location 

during the intervention time. 

p.216, col 2 

paragraph 4 

Inclusion criteria  Inclusion criteria were: a diagnosis of schizophrenia 
according to the criteria described in the 
Diagnostic and Statistical Manual of Mental Disorders- 
4th Edition (DSM-IV, American Psychiatric 
Association, 1994, pp. 274-287), ability to give 
consent, returning to a known address with telephone 
access after discharge, and fluency in English. 

p.216, col 2 

paragraph 2 

Exclusion criteria Exclusion criteria were dual diagnosis and 
leaving the hospital against medical advice. 

p.216, col 2 

paragraph 2 

Method of recruitment 

of participants (e.g. 

phone, mail, clinic 

patients) 

Hospital record review, followed by non-specified approach p.216, col 2 

paragraph 3 

Informed consent 

obtained 

x  Yes  No 

 Unclear  

Inclusion criteria P216, col 2, 

paragraph 2. 

Total no. randomised  

(or total pop. at start of 

study for NRCTs) 

48 patients were randomly assigned to an experimental group(n=24) and 

a control group (n=24) 

p.216, col 2 

paragraph 3 
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Clusters 

(if applicable, no., type, 

no. people per cluster) 

Not applicable       

Baseline information 

-assessment 
-severity of illness 
-medical treatment 
# previous 

hospitalizations (mean) 

The BPRS scores on entry into the study ranged from 22 to 48 with a mean 
of 33 (SD = 6.6). The length of the initial hospital stay during which 
subjects entered the study ranged from 4.8 days to 64.5 days with a mean 
of 28.9 days. Subjects of the study were discharged with 
an average of three prescriptions: 57% (n = 21) were prescribed an 
atypical antipsychotic medication (e.g., olanzapine), and 14% (n = 5) a 
typical antipsychotic (e.g., haloperidol). Twenty-seven percent (n = 10) 
were prescribed both typical and atypical antipsychotic agents. Other 
psychiatric medications prescribed on discharge included 
mood stabilizers, antidepressants, and anxiolytic medications. 

p. 218 col 1, bottom 

paragraph –col  2 

paragraph 1 

Withdrawals and 

exclusions 

(if not provided below 

by outcome) 

Of the 48 participants (n=48) five were lost to follow-up, and three 

withdrew from the study. Three were readmitted within the first week of 

discharge and before the first scheduled intervention call. Because they 

did not receive the planned study intervention they were excluded. 

Remaining participants were 37 (n=37). 

p.216, col 2 

paragraph 3 

Age 

(At onset /first episode) 

18 – 68 years of age; mean 40.4; SD = 10.7 p. 217, col 2 

paragraph 3 

Sex Females 27% (n=10) 

Males 73% (n=27) 

p. 217, col 2 

paragraph 3 

Participant ethnicity Caucasians 76% (n=28 ) 

African American 24% (n= 9) 

p. 218 col 1 

paragraph 2 

Diagnosis 

(criteria) 

Schizophrenia, diagnosed according to DSM-IV, 1994 p.216, col 2 

paragraph 2 

Family status 

(staying with 

family/living 

alone/housing facility) 

43 % of subjects were single (n =16);  
32% (n = 12) were divorced and  
22% (n =58) were married.  
Almost half of the participants were living with family members at the 
time of the study (n = 17);  
22% (n = 8) were living in group homes, 
and 30% (n = 11) lived alone. 

p. 218, col 1, 

paragraph 3 and col 2 

table 1  
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Prior episodes of 

relapse 

(#prior episodes/time; 

# hospitalizations/time; 

Duration of average 

episode) 

The number of prior psychiatric hospitalizations for the sample ranged 
from 0 to 15 with a mean of 5.84 (SD =4.5).  
Symptoms necessitating the initial hospitalization (during which subjects 
were admitted to the study) included delusions (30%, n = 11), medication 
noncompliance (22%, n = 8), violence (19%, n = 7),  
hallucinations (24%, n =9), and paranoia (5%, n = 2). To test the 
pretreatment equivalence of experimental and control groups with 
respect to this variable, symptoms necessitating hospitalization 
were categorized as psychotic symptoms, noncompliant symptoms, and 
violent symptoms. The majority of subjects (89%, n = 33) had not 
used any community support services when the crises leading to their 
hospitalization occurred. Of those who sought community services before 
hospitalization (n = 4), three saw their psychiatrist (two had medication 
changes ordered), and one had an outpatient appointment. 

p. 218 col 1, 

paragraph 4-6 

Notes:         

Numerical error in calculation of participants in experimental group: fig 1 p. 219 n=15 vs calculation from numbers in paragraph 2, 

col 2 p. 216 n=13 

 

Intervention groups 
 Description as stated in report/paper 

 

Location in text or 

source (pg & 

¶/fig/table/other) 

Group name 

(Intervention/Tau) 

Experimental group/subjects 

Control group/subjects 

p. 216 col 1 

paragraph  and col 2 

paragraph 4 

No. of participants in 

groups 

(intervention and 

comparison group) 

Experimental group n=24, after loss to follow-up (n=5), 

withdraval(n=3) and exclusion(n=3) n=15 

Control group n=22 

p. 216 col 2 

paragraph  3 

Theoretical basis  

(include key references)  

The vulnerability model was used as a framework for the study 
(Rabkin, 1982). The vulnerability hypothesis states that stressors 
trigger symptoms of disease in vulnerable populations. The model 
postulates that persons with schizophrenia are biologically vulnerable 
because of their increased sensitivity to stress and reduced ability to 
cope, and therefore, relapse occurs when stressors are not effectively 
moderated. Factors that moderate stressful life events include 
environmental factors, social network, and treatment regimen. 
Accordingly, the hypothesis of this study was that the intervention 
would function as a moderating factor to reduce the effects of stress 
on biologically vulnerable persons. 

p. 216 col 1 

paragraph 3 
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Description of Intervention 

 (of primary intervention, 

consumer involvement, 

structured intervention, 

psycho education, social 

therapy, CBT, coping skills 

training, Support 

social/peer) 

After hospital discharge, experimental subjects received a weekly 
telephone intervention along with routine community-based follow-
upcare for 3 months, whereas control subjects received routine 
community-based follow-up care and informational telephone contact 
at weeks 6 and 12. Subjects were followed-up for 3-months after 
hospital discharge for length of community survival as well as 
frequency and length of rehospitalizations. 
Each subject in the experimental group chose the day and time for his 
or her weekly telephone intervention, which began approximately 1 
week after discharge from the hospital. The investigator telephoned 
experimental subjects each week at the selected time and provided an 
intervention lasting approximately 10 minutes using the following 
protocol: 
1. Identify researcher and purpose of call 
2. How are you doing today? 
3. Did you have any follow-up appointments 
scheduled this week? How did that go? 
4. Are you having any problems with your medication? 
5. Inquiry regarding specific symptoms of ill- 
ness based on chart review from hospitalization. 
6. Did anything come up this week that you 
have questions about? 
7. Are you worried about anything this week? 
8. Is there anything else you want to tell me or 
need to tell me today? 
9. Thank you for your time. I will call you again 
on (date) at (time) . 
Control subjects were contacted by telephone by the investigator 
approximately 6 weeks and 12 weeks after their discharge from the 
hospital to obtain information on rehospitalizations. They were asked 
to list the date and institution of any psychiatric hospitalizations that 
had occurred since they entered the study. Telephone contacts with 
control subjects ranged from 1 to 3 minutes in length. If readmission 
was reported, hospital records were reviewed and length of stay data 
were collected. 

p. 216 “Procedure” 

section paragraph 1 

and 4 and the rest of 

the section 

Intervention: 

Integrated / 

multicomponent / 

complex intervention 

Telephone nursing intervention: single component p. 216, “Procedure” 

section paragraph 1 

and 4. 

Intervention Location 

(Ambulant/housing 

facility/transition between 

hospital and ambulant) 

Outpatient setting/ patient is located with his/her telephone p. 216 col 2 

paragraph 4 

Duration of intervention 

(Duration and number of 

intermittent periods of 

intervention activity) 

Experimental group: weekly telephone conversation for 3 months 

 

p. 216, “Procedure” 

section paragraph 1 

and 4 

Timing during Intervention 

(e.g. frequency, duration of 

each intervention period) 

Experimental group 10 min weekly 

 

p. 216, “Procedure” 

section paragraph 1, 

4 and 5 
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Intervention for 

comparison group 

Control group: brief  (1-3 min) telephone call in week 6 and 12. p. 216, “Procedure” 

section paragraph 1 

and 5 

Monitoring frequency 

(frequency of patient  and/ 

or staff monitoring of 

development based on 

intervention) 

None described  

Detecting EWS  

(Yes/No) 

No  

Management plan/plan of 

action 

No       

Treatment providers 

(e.g. no., profession, 

training, ethnicity etc. if 

relevant) 

The principal investigator collected data and provided the telephone 
intervention to experimental subjects and the telephone contact 
with control subjects. At the time of the study, the investigator was a 
Master’s prepared psychiatric clinical specialist with 17 years of 
experience in the provision of inpatient and outpatient care to 
persons with schizophrenia. 

p.216 col 2 paragraph 

1 and p. 220 col 2 

paragraph 4 

Location for intervention: 

Home visits/MHC center 

visits 

Telephone p. 215 col 1 

paragraph 4 

Follow-up 

(Effect of intervention) 

Routine community-based follow-up for 3 months p. 215 col 1 

paragraph 4 

Reassessment 

(Baseline test/other) 

1. Community survival—The number of daysspent in the community 
before the first psychiatric rehospitalization or until the end of 
the study. 
2. Length of rehospitalization—The number of days spent in the 
hospital during each psychiatric readmission. 
3. Frequency of rehospitalizations—The number of admissions to 
inpatient psychiatric units. 
Other variables included sociodemographic characteristics, number of 
prior psychiatric hospitalizations, symptoms leading to hospitalization, 
alternative care sought before hospitalization, and Brief Psychiatric 
Rating Scale Scores on entry onto the study (BPRS; Overall, & Gorham, 
1962). In the present inquiry, BPRS scores were used to ensure 
pretreatment equivalence of the two groups, to reduce the possibility 
of differential treatment response based on level of symptomatology 
at the outset of the study. No follow-up data were collected on BPRS 
scores 

p. 217 Measure 

section 

Compliance Not stated       
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Confounders Participant selection bias, bias due to inclusion criteria, Experimental 

mortality. 

Risk of Hawthorne effect 

Type II error because the sample size is too small. Participants are 

excluded. 

p. 220 col 2 

paragraph 1 – 3 

p. 221 col 1 

paragraph 2 

Outcomes 
 Description as stated in report/paper 

 

Location in text or 

source (pg & 

¶/fig/table/other) 

Outcome name Number of hospitalizations and 

Length of stay 

Community survival 

p. 219 col 2 

paragraph 2 and 3 

Outcome definition  

(change in number or 

severity of relapse/ 

regiment of handling 

relapse: Ambulant/ 

rehospitalisation) 

Pretreatment?? 

The mean community survival of experimental group was 81.36 days 

compared to 78.25 days for the control group. This constituted a 4% 

increase in community survival among experimental vs controls. 

 

p. 219 col 1 

paragraph 2, col 2 

paragraph 2 and 3. 

Time points measured 

(Time to relapse/time 

between relapse’) 

Only  time points referred to is the survival curve p. 219 fig 2 

(Early) Warning Signs 

identified (list) 

Not described  

Number of (Early) 

Warning Signs 

experienced 

Not described  

Management plan/plan 

of action 

Actions described for 

handling early warning 

signs/crisis 

Not described  

Time from detecting 

Early Warning Signs to 

relapse 

Not described  



9 

 

Patient measuring/ 

reporting 

(Handling own 

disease/control over own 

life/ improved quality of 

life as a result of the 

intervention/tool?) 

Not described       

Unit of measurement  

(No. of relapse/time) 

Length of hospital stay: Days  

Rehospitalisation rates: number/90 days 

Community survival: Days 

p. 219col 1 paragraph 

2 and col 2 paragraph 

2-3 

If outcome is measured 

by tool: Is tool validated? 

 Yes  No 

 Unclear   

No tool described       

Imputation of missing 

data 

(for participant 

dropout/noncompliance) 

Not stated       

Significance of findings 

(Benefit of intervention) 

The mean length of stay of rehospitalization for experimental subjects 

was 18.95 days, compared to 26.13 days for the control subjects (p= 

0.51) 

None of the findings were statistical significant. The experimental 

subjects did however have fewer rehospitalisations, shorter days and 

longer community survival than the control subjects. 

p.219 col 1 and 220 

col 1 paragraph 1 

Notes:    

 

Other 

Study funding sources 

(including role of funders) 

None described       

Possible conflicts of 

interest (for study authors) 

Not declared       

Notes:    

 

The internal validity of the study cannot be assessed due to lack of relevant information regarding the 

evaluated sample. 
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Data extraction form (version 21.05.2019) 
Cochranes data collection form for intervention review – RCTs and non-RCTs (1) was used as guide for 

development of this data extraction form 

General Information 
Date form completed 

(dd/mm/yyyy) 

05.06.2019 KJ 

Name/ID of person extracting 

data 

Kirsten Johansen 

Report title Psychoeducation in Schizophrenia: 7-Year follow-up concerning 

Rehospitalisation and days in hospital in the Munich Psychosis 

Information Project Study. 

Report ID ( ex. First author) Josef Baüml 

Reference details 

(author/journal/year) 

Josef Baüml, Gabriele Pitschel-Walz, Anja Volz, Rolf R. Engel, Werner 

Kissling 

Journal of clinical psychiatry 2007; 68: 854-861 

Report author contact details Josef Baüml, j.baeuml@lrz.tum.de 

Publication type  (e.g. full 

report, abstract, letter) 

Research report, Journal article 

Conflicts of interest None reported 

Study eligibility 

Study 

Characteristics 

Eligibility criteria 

(Insert inclusion criteria for each 

characteristic as defined in the Protocol) 

Eligibility criteria met?  Location in text or 

source (pg & 

¶/fig/table/other) 
Yes No Unclear 

Type of study Randomised Controlled Trial x     

Case-control Trial     

Controlled Before and After Study     

Qualitative study     

     

General information  5018 
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Other design (specify): 

Randomized multicentre study 
x    

p.855, Method 

section, line 1-2 

Participants 236 participants from 3 centres: LMU and 

BKH Haar: n=135; TUM: n=101 
x    

p.855, Method 

section, line 1-2 

Types of 

intervention 

Psychoeducation, including separate 

group-sessions for patients and relatives 
x    

p. 855, col. 2 

paragraph 2 

Types of 

comparison 

Control group patients were treated as 

usual 
x    

p. 855, col. 2 

paragraph 2, bottom 

 

INCLUDE x  

 

 

Notes: 

 

Characteristics of included studies  

Method 
 Descriptions as stated in report/paper Location in 

text or source 

(pg & 

¶/fig/table/ot

her) 

Aim of study  

(e.g. efficacy, 

equivalence, 

pragmatic) 

Investigate the long-term effect of psychoeducation in terms of 

rehospitalisation rates, number of rehospitalizations, medication 

compliance, psychopathology and social functioning and quality 

of life. 

p.855 col. 1 

paragraph 2 

Design 

(e.g. parallel, 

crossover, non-RCT) 

7-year follow-up study of randomized multicentre study, with 

participants from 1 centre. 

p. 855 col 1, 

Method section: 

PIP study design 

Unit of allocation 

(units from which 

patients are recruited) 

Technical university of Munich (TUM) p. 855 col 1, 

Method section: 

PIP study design 

Start date 1990 p. 855 col 1, 

Method section: 

PIP study design 
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End date 1994 p. 855 col 1, 

Method section: 

PIP study design 

Duration of 

participation 

(from recruitment to 

last follow-up) 

After 2 year follow up, protocol was modified, and only the TUM 

sample continued. After 4 years the study center of TUM was 

given up, and patients were referred to general psychiatrist. The 

data from year 5-7 represent the naturalistic outcome of the 

therapy from the general psychiatrist. 

P. 855 Method 

section col 1 last 

paragraph and col 

2  last paragraph 

– p. 856 col 1 first 

paragraph; and 

p.857 col 1, 

paragraph 2. 

Ethical approval 

needed/ obtained for 

study 

yes  

no  

x Unclear 

The study was approved by the 

institutional review board of all 

participating institutions. 

p.855 col 1 

paragraph 3 

Notes:         

Participants 

 Description 

Include comparative information for each intervention or 

comparison group if available 

Location in text or 

source (pg & 

¶/fig/table/other) 

Population description 

(from which study 

participants are drawn) 

The participants are from the Psychosis Information Study 

(PIP); 236 participants between 18 – 65 years of age, holding 

the diagnosis schizophrenia, were included.  

p. 855, col 1, Method 

section  

Setting 

(ambulant, inpatient or 

transition) 

Outpatient  treatment at the study center P. 855, col 1, Method 

section 

Inclusion criteria  Schizophrenia, indication for antipsychotic relapse prevention for a period 

of at least 12 months, age between 18-65 years, patients agreement to 

undergo outpatient treatment at the study center and patient agreement 

to invite a key relative or friend. 

p. 855 col. 1 , Method 

section paragraph 1. 

Exclusion criteria Distance of more than 150 km from the hospital, less than 30 minutes of 

contact per week to key relative, drug addiction during the past 6 months 

prior to admission, pregnancy, IQ below 80, insufficient knowledge to 

German, lack of remission of psychotic symptoms during the previous 2 

years despite adequate therapy. 

p. 855 col. 1 , Method 

section paragraph 2. 
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Method of recruitment 

of participants (e.g. 

phone, mail, clinic 

patients) 

Screening all patients with schizophrenic psychosis at the 3 

centers. Details of the screening process are published 

elsewhere (Pitschel-Walz et al 2006) 

p. 855 Method 

section paragraph 1. 

Informed consent 

obtained 

x  Yes  No 

 Unclear  

 p.855 col 2, 4th line 

from the bottom  

Total no. randomised  

(or total pop. at start of 

study for NRCTs) 

n = 236 p. 855 Method 

section paragraph 3. 

Clusters 

(if applicable, no., type, 

no. people per cluster) 

Group randomization was done centrally and independent 

at each study center. 

p. 855 Method 

section paragraph3.. 

Baseline information 

-assessment 

-severity of illness 

-medical treatment 

# previous 

hospitalizations (mean) 

No. of previous hospitalizations and duration of index 

hospitalizations at baseline ( total group n= 82)and at 7 years 

follow-up in both intervention group and in controlgroup. 

      

Withdrawals and 

exclusions 

(if not provided below 

by outcome) 

For subject in the PIP-TUM sub-sample,  7 year follow-up: of the 283 

patients screened for TUM, 101 were eligible for inclusion. 19 were 

excluded prior to index discharge for formal reasons or due to premature 

discontinuation of the intervention. 34 patients dropped out during the 7 

year follow-up period; these 16 patients of the intervention group and 18 

of the control group could not be reached, despite numerous attempts. 

Home visits were not possible. Ultimately 48(59%) of the 82 were 

available for investigation 7 years later. 

p. 856 section 

“Subjects: PIP-TUM 

subsample, 7 year 

follow-up” paragraph 

1. 

Age 

(At onset /first episode) 

Not stated       

Sex In the PIP-TUM subsample: Female 50 = 61 %; male 32= 39%; in the PIP-

TUM completers at 7 year follow-up: intervention group 14 females(58%), 

10 males(42%); control group females 16(67%), males 8(33%) 

p. 857 table 1 

Participant ethnicity Not stated       
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Diagnosis 

(criteria) 

Schizophrenia p. 855, Method 

section, 

paragraph 1 

Family status 

(staying with 

family/living 

alone/housing facility) 

Does have key relative or friend. Not otherwise described. p. 855, Method 

section, 

paragraph 1 

Prior episodes of 

relapse 

(#prior episodes/time; 

# hospitalizations/time; 

Duration of average 

episode) 

PIP-TUM subsample: n=81 

Duration of illness prior to index hospitalization(years): 

Mean 6.6 years, SD 2.5 years 

No of previous hospitalizations: 

Mean 3.0, SD 2.5 

Duration of index hospitalizations( days): 

Mean 93.5 days, SD 67,3days 

p. 857 table 1 

Notes:   The data not available in this study might be in a previous study (Pitschel-Walz et al 2006) 

 

 

Intervention groups 
 Description as stated in report/paper 

 

Location in text or 

source (pg & 

¶/fig/table/other) 

Group name 

(Intervention/Tau) 

PIP-TUM subsample, 7 years follow-up 

Intervention group/control group 

p. 856 paragraph 

2 and fig. 1. 

No. of participants in 

groups 

(intervention and 

comparison group) 

Intervention group n=40, lost to follow-up n=16, intervention group 

completers n=24 

Control group n=42, lost to follow-up n=18, control group completers 

n=24 

p. 856 fig. 1 

Theoretical basis  

(include key references)  

Rummel, Pitschel-Walz, baüml et al, 2004 

Pitschel-Walz et al, 2006 

 

p. 854 col 2 
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Description of Intervention 

 (of primary intervention, 

consumer involvement, 

structured intervention, 

psycho education, social 

therapy, CBT, coping skills 

training, Support 

social/peer) 

Patients participated in 4 weekly group sessions of 60 minutes each, 

depending on whether they could tolerate a group setting. Afterwards 

4 monthly sessions were held. Relatives were separately invited to 8 

biweekly sessions (i.e. every 2 weeks) each lasting 90 to 120 minutes. 

The sessions for patients and relatives were conducted by separate 

therapists who were not involved in routine treatment. Interactive 

spreading of information and emotional relief are the basic elements 

of the PIP concept. The psychoeducational modules in patients’ and 

relatives groups were designed nearly the same in order to assist the 

family in speaking “the same language” as the patient. As take home 

message they learned that schizophrenic psychosis are provoked by 

biological factors in combination with psychosocial stress, and 

therefore they must be treated consistently by long-term 

antipsychotic medication in combination with psychotherapeutic 

intervention. Sufficient medication is necessary for the patient to 

successfully develop empowerment and benefit from psychosocial 

treatment. 

Pragmatic coping strategies were discussed during group sessions: 

patients could speak about their illness and treatment, their individual 

crisis plan, current emotional state and the awareness of solidarity 

fellow patients. In addition, both patients and relatives received a 

booklet. 

After index discharge the patient were encouraged to undergo 

maintenance therapy with antipsychotic medication. The same for 

both intervention and control group. During year 1 and 2 of the 

outpatient treatment phase 1 contact monthly at the study center was 

mandatory. If indicated relatives were involved. 

p. 855, col 2.  

Intervention: 

Integrated / 

multicomponent / 

complex intervention 

Multicomponent intervention: 

Patient program( psychoeducation, illness, treatment, crisis plan, 

information booklet) 

Relative program( psychoeducation, information booklet) 

p. 855, col 2. 

Section Index 

stay:  

Psychoeducation 

for the inter-

vention Group … 

Intervention Location 

(Ambulant/housing 

facility/transition between 

hospital and ambulant) 

Outpatient treatment at the university study center (Technical 

University of Munich) 
p. 855 col 1, 

Method section  

paragraph 1 

Duration of intervention 

(Duration and number of 

intermittent periods of 

intervention activity) 

Index stay intervention duration: 5 months 

Outpatient treatment phase: year 1 and 2; after year two, relatives 

were no longer involved. After year 4 the outpatient treatment at the 

study center was discontinued and patients were referred to general 

psychiatrist during year 5-7. At year 7 patients were contacted for 

follow-up. 

p. 855, col 2 

paragraph 1 and 

p. 857 col 1 

paragr. 2 
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Timing during Intervention 

(e.g. frequency, duration of 

each intervention period) 

Patients: 4 weekly sessions, 60 min duration, followed by 4 monthly 

sessions. After this TAU 

Relatives: 8 biweekly sessions, 90 -120 min duration 

p. 855 col 2 

Intervention for 

comparison group 

TAU: Antipsychotic medication, individually adapted dose, according 

to need. . During year 1 and 2 of the outpatient treatment phase 1 

contact monthly at the study center was mandatory. If indicated 

relatives were involved. 

p. 855  col 2 

paragraph 2. 

Monitoring frequency 

(frequency of patient  and/ 

or staff monitoring of 

development based on 

intervention) 

Monthly contact at the study center p.855 col 2 paragraph 

2 

 ( Outpatient 

Treatment…) 

Detecting EWS  

(Yes/No) 

No/not stated  

Management plan/plan of 

action 

Individual crisis plan p. 855 col 2 

paragraph 1 

Treatment providers 

(e.g. no., profession, 

training, ethnicity etc. if 

relevant) 

Therapist  conducted TAU 

At index admission a psychiatrist was treating 

p. 857 col 1, 

paragraph 1; 

p. 856 col 2, 

paragraph 2; 

p. 858 col 2, 

paragraph 3 

Location for intervention: 

Home visits/MHC center 

visits 

Study center at Technical University of Munich, year 1-4 

(year 4  included) 
p. 855 col 1 

paragraph 2 and 

col 2 paragraph 2. 
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Follow-up 

(Effect of intervention) 

7-year follow-up conducted on the 48 patients available for 

investigation.  

7 years after index discharge 54% of intervention and 88% of control 

patients had to be rehospitalized (p<0.05), mean number of 

hospitalizations were 1.5 and 2.9 respectively(p<0.05). 

After 7 years of index discharge the mean days spent in hospital pr 

patient were 75 days/patient in the intervention group and 

225/patient in the control group (p<0.05) 

Treatment compliance: after 7 years both groups were valued as 

equally compliant, valued as “good”. Medication consumption had 

increased for both groups during the 7 years. Chlorpromazine units 

taken pr day during last 6 months were 354 in the intervention group 

and 267 in the control group. 

At 7 year the Brief psychiatric rating scale scores were equal for both 

groups: intervention group: 32.7; control group: 32.9; GAF scores 

were for intervention group: 61.7; control group 62.8. 

 

p. 856-857 section 

“Subjects: PIP-TUM 

subsample, 7-year 

follow-up” and 

assessment 

And 

p. 858 - 859 Results 

section 

Reassessment 

(Baseline test/other) 

Baseline test not described  

Compliance Compliance was valued as “good” p.858, col 2 

paragraph 3 and 4 

Confounders None stated  

Outcomes 

 Description as stated in report/paper 

 

Location in text or 

source (pg & 

¶/fig/table/other) 

Outcome name Rehospitalisation 

Days spend in hospital 

Psychopathology/social functioning/compliance/quality of Life 

p. 858-9, result 

section 
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Outcome definition  

(change in number or 

severity of relapse/ 

regiment of handling 

relapse: Ambulant/ 

rehospitalisation) 

Compared to the control group, the intervention group, at 7 years 

follow-up had fewer re-hospitalizations ( mean 1.5 vs 2.9) and fewer 

days spent in hospital (cumulative pr patient  75 days vs 225 days) 

(P<0.05). The reduction in days at hospital did not correspondingly show 

an improvement in psychopathology, and the GAF score and compliance 

did not differ between the two groups. Both intervention and control 

group had increased medication intake during the intervention and 

follow-up period. 

The study describes a 34 % success rate difference between 

intervention and control group, ascribing it psychoeducation with 

involvement of families, providing insight and improved compliance. 

Comparing to other long term follow up studies the average success 

rate is estimated to 26% 

 

p. 859 Discussion 

section and  

p. 860 table 3 

Time points measured 

(Time to relapse/time 

between relapse’) 

Not stated  

(Early) Warning Signs 

identified (list) 

Not listed  

Number of (Early) 

Warning Signs 

experienced 

Not stated  

Management plan/plan 

of action 

Actions described for 

handling early warning 

signs/crisis 

Not described  

Time from detecting 

Early Warning Signs to 

relapse 

Not described  

Patient measuring/ 

reporting 

(Handling own 

disease/control over own 

life/ improved quality of 

life as a result of the 

intervention/tool?) 

Patient contact with therapist is the monthly sessions 

during the first 4 years. 

p. 855 col 2, 

paragraph 2 and 3 
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Unit of measurement  

(No. of relapse/time) 

Days spend in hospital/patient 

Rehospitalizations pr patient/rate N(%) 

p. 859 table 2 

If outcome is measured 

by tool: Is tool validated? 

x  Yes  No 

 Unclear   

BPRS and GAF p. 859 table 2 

Imputation of missing 

data 

(for participant 

dropout/noncompliance) 

It is stated that some of the times in the survival function curve may be 

“censored” in the case that “rehospitalization” does not occur in the 

observation period (7 years) or contact is lost with patients ( drop outs) 

Dropout analysis: drop outs were noncompliNT  COMPARED TO 

COMPLETERS (P<0.01) 

p. 858 col 1 

paragraph 1 

Significance of findings 

(Benefit of intervention) 

7 years after index discharge 54% of intervention and 88% of control 

patients had to be rehospitalized (p<0.05), mean number of 

hospitalizations were 1.5 and 2.9 respectively(p<0.05). 

After 7 years of index discharge the mean days spent in hospital pr 

patient were 75 days/patient in the intervention group and 225/patient 

in the control group (p<0.05) 

 

p. 858 col 2 

paragraph 1 

Notes:    

Baseline assessment were not referred to in this study, mere control vs intervention 

Other 

Study funding sources 

(including role of funders) 

None stated       

Possible conflicts of 

interest (for study authors) 

Not stated       

Notes:         

 

 

Low risk of bias due to evenly distribution of dropouts in the two groups. 
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Data extraction form (version 21.05.2019) 
Cochranes data collection form for intervention review – RCTs and non-RCTs (1) was used as guide for 

development of this data extraction form 

General Information 
Date form completed 

(dd/mm/yyyy) 

04.06.2019 KJ 

Name/ID of person extracting 

data 

Kirsten Johansen 

Report title Long-term impact of the life goals group therapy program for bipolar 

patients 

Report ID ( ex. First author) Aubrey, Jean-Michel 

Reference details 

(author/journal/year) 

Jean-Michel Aubry, Aude Charmillot, Nancy Aillon, Patrick Bourgeois, 

Stefan Mertel,Frédéric Nerfin, Gladys Romailler, Marie-Joelle Stauffer, 

Marianne Gex-Fabry, Rachel Denis de Andrés 

Journal of affective disorders 136(2012) 889-894 

Report author contact details Jean-Michel Aubry; Jean-michel.aubry@hcuge.ch 

Publication type  (e.g. full 

report, abstract, letter) 

Research report, journal article 

Conflicts of interest None declared (p. 893) 

Study eligibility 

Study 

Characteristics 

Eligibility criteria 

(Insert inclusion criteria for each 

characteristic as defined in the Protocol) 

Eligibility criteria met?  Location in text or 

source (pg & 

¶/fig/table/other) Yes No Unclear 

Type of study Randomised Controlled Trial     

Case-control Trial     

Controlled Before and After Study     

Qualitative study     

Other design (specify): 

Uncontrolled trial 
x    

p. 890, section 

2.1 

General information 5129 
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Participants 85 participants: 55 females, 30 males x    
p. 890, section 2.1 

column 2 (top) 

Types of 

intervention 

Structured manual-driven group psychotherapy 
intervention developed specifically for individuals 
with bipolar disorder. 2 phase program.  
 

x    

p. 889, bottom – 

890 column 1, 1st  

paragraph. 

Types of 

comparison 

The impact of phase 1 was evaluated by comparing 
the 3-year periods before and after that phase, in 
the subgroup of patients who attended phase 1 
only. The effect of the full 2-phase program was 
evaluated by comparing the 3-year period before 
phase 1 with the 3-year period after phase 2, in the 
subgroup of participants in phases 1 and 2. Finally, 
periods before phase 1 and after participation 
(whether phase 1 only or phases 1 and 2) were 
compared in the whole sample. 

x    

p. 891, section 

2.3 

 

INCLUDE  x  

 

 

Notes: 

 

Characteristics of included studies  

Method 

 Descriptions as stated in report/paper Location in text 

or source (pg & 

¶/fig/table/other) 

Aim of study  

(e.g. efficacy, 

equivalence, 

pragmatic) 

Long term impact of Life Goal Program on number and length 

of hospitalizations, mood stability, relapse prevention and 

coping with relapse 

Col 1 p. 890 

Design 

(e.g. parallel, 

crossover, non-RCT) 

Comparative study  p. 891 col 1 

paragraph 2 

Unit of allocation 

(units from which 

patients are recruited) 

Participants were referred by private practitioners – 

psychiatrist or general practitioner, or outpatients clinics of 

the department of psychiatry and some from the outpatient 

bipolar program 

p. 890 column 2, 

paragraph 1. 

Start date May 1999 p. 890 column 2, 

paragraph 1. 

End date Not stated       
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Duration of 

participation 

(from recruitment to 

last follow-up) 

Entering phase 1 May 1999 – Jan 2007 
Entering phase 2 Nov 1999 – Aug 2005 
All participants were assessed between 2009 and July2010 
Duration of phase 1: 35-57 days. Duration of phase 2: 2.8 – 74 
months. 

p. 890 column 2, 

paragraph 1. 

Ethical approval 

needed/ obtained for 

study  

x  Yes  

 No  

 Unclear 

The study was conducted in 

accordance with the Helsinki 

Declaration and approved by local 

ethics committee. All patients 

provided written informed 

consent. 

p. 890 column 2, 

paragraph 1, 

bottom line. 

Notes:         

Participants 
 Description 

Include comparative information for each intervention or 

comparison group if available 

Location in text or 

source (pg & 

¶/fig/table/other) 

Population description 

(from which study 

participants are drawn) 

85 participants, 55 females, 30 males.  

Diagnostic distribution:48 bipolar I, 37 bipolar II 

Study population was retrospectively included from the 
study: de Andres, R.D., Aillon, N., Bardiot, M.C., Bourgeois, P., Mertel, S., Nerfin, F., 

Romailler, G., Gex-Fabry, M., Aubry, J.M., 2006. Impact of the life goals 

group therapy program for bipolar patients: an open study. Journal of 

Affective Disorders 93, 253–257 

p. 890 column 2, 

paragraph 1, top. 

p. 890 column 1, 

paragraph 3. 

 

Setting 

(ambulant, inpatient or 

transition) 

Ambulant setting: Specialized outpatient mood disorder 

clinic 

p. 890 column 2, 

paragraph 1, top. 

Inclusion criteria  Previously participation in phase 1 or( min 4-6 sessions) or 

phases 1 and 2( min 10 phase 2 sessions) since 1999; at least 

3 years delay after participation ended, as of sept.2010. 

p.890 column 1 

last paragraph 

Exclusion criteria Patients who stopped phase 1 prematurely( less than 4 

sessions), current address unavailable or abroad, 

schizoaffective disorder. 

p.890 column 1 

last paragraph 

Method of recruitment 

of participants (e.g. 

phone, mail, clinic 

patients) 

Participants were referred by psychologist , psychiatrist or 

general practitioners in private practice and from the 

outpatient clinics of the department of psychiatry. 

Method of recruitment not clearly stated 

p. 890 column 2, 

paragraph 1, top. 
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Informed consent 

obtained 

x  Yes  No 

 Unclear  

      p. 890 column 2, 

paragraph 1, 

bottom line. 

Total no. randomised  

(or total pop. at start of 

study for NRCTs) 

85 participants p. 890 column 2, 

2. line 

Clusters 

(if applicable, no., type, 

no. people per cluster) 

Group size for phase 1 and 2 are 6 to 8 participants 

Participants in phase 1: n=50, in phases 1 and 2: n=35 

p. 890, section 

2.2, 3. Paragraph. 

p. 891, section 3 

Baseline information 

-assessment 
 
 
 
 
-severity of illness 
-medical treatment 
# previous 

hospitalizations (mean) 

Clinical interview, screening scales as mood modules of the 

structural clinical interview for DSM-IV(SCID), diagnosis of 

bipolar disorder according to DSM-IV criteria.  

Mood assessment  during the week before phase 1 start 

Substance abuse assessment 

Not stated 

Not stated 

Obtained from hospital files 

 

p. 890, column 2, 

paragraph 1. 

 

 

 

 

 

P.891, col. 1, 

2.paragraph.   

Withdrawals and 

exclusions 

(if not provided below 

by outcome) 

Participants in phase 1 who stopped prematurely, equalling 

1-2 participants of each phase 1 group. 

p. 890, col. 1, 

section 2.1 

Age 

(At onset /first episode) 

Phase 1( n=50):median, range: 46, 26-68 

Phases 1 and 2(n=35): median, range: 52, 30-73 

p.891, table 1 

Sex Female 55; male 30 p.891, table 1 

 

Participant ethnicity Not stated       

Diagnosis 

(criteria) 

Bipolar I disorder: ph. 1: n=25; ph. 1 and 2:n= 23 

Bipolar II disorder: ph. 1:n=25; ph. 1 and 2: n= 12 

DSM-IV criteria 

p 891, table 1 p. 

890, column 2, 

paragraph 1. 
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Family status 

(staying with 

family/living 

alone/housing facility) 

Not stated       

Prior episodes of 

relapse 

(#prior episodes/time; 

# hospitalizations/time; 

Duration of average 

episode) 

All participants (n=83): 3-year period after participation (phase 1 or 2) 

vs. before phase 1 

Number of 

hospitalizations 

Decreased  in participants: 34 equalling 41.0%  P value 0.001  difference median, range :−1 −9 to −1 

Unchanged                         38                 45.8 

Increased                            11                 13.3                                                                         +2 +1 to +9 

Cumulative duration 

of hospital stays (days) 

Decreased                          34                   41.0                 0.009                                           −13 −519 to −3 

Unchanged                         34                  41.0 

Increased                            15                  18.1                                                                     +37 +4 to +297 

p. 892 table 3 

Notes:         

 

 

Intervention groups 
 Description as stated in report/paper 

 

Location in text or 

source (pg & 

¶/fig/table/other) 

Group name 

(Intervention/Tau) 

Life goal program, “phase 1” and “phase 1 and 2” 

No TAU described 

p. 891 table 1 

No. of participants in 

groups 

(intervention and 

comparison group) 

Phase 1 n=49 

Phase 1 and 2 n=34 

pre-post evaluation of intervention groups 

p. 892 table 3 

Theoretical basis  

(include key references)  

Bauer and McBride, 1996, 2003 p. 890 col. 1, line 

2 
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Description of Intervention 

 (of primary intervention, 

consumer involvement, 

structured intervention, 

psycho education, social 

therapy, CBT, coping skills 

training, Support 

social/peer) 

The intervention describes 2 phases. Phase 1 is a highly structured 
psychoeducational program (6 weekly 90-minutes sessions) designed 
to improve the person's ability to manage collaboratively his or her 
own care by improving self-management skills. After completing 
phase 1, participants can join open-ended phase 2 group sessions, 
which focus on assisting the group member to identify one, and then 
several goals in his or her life, that have not been reached due to the 
disruption associated with bipolar disorder.  
Phase 1 is organized into 6 weekly sessions administered by two well 
trained nurses with 6 to 10 years of experience, who participated in 
our earlier feasibility study (de Andres et al., 2006). During the first 
session, participants get to know each other and discuss their 
objectives and expectations. The second session is devoted to a broad 
overview of bipolar disorders. The third and fourth sessions focus on 
depression. Participants learn about identifying their own symptoms 
that are forerunners of relapse, elements that can trigger relapse and 
management strategies for these episodes. The fifth and sixth sessions 
are structured in the same manner with respect to mania. In phase 2 
weekly sessions, the therapists (the same nurses as for phase 1 and 
the principal investigator of this study) adhere to a behaviorally 
structured program, operating in progressive stages in order to attain 
the principal objective through a succession of intermediary steps. 
Group size for phases 1 and 2 was generally six to eight participants. 
After completing phase 1, participants are encouraged to join phase 2, 
to reach lifegoals that previously had been disrupted due to Bipolar 
disorder. 
 

p. 889, bottom – 

890 column 1, 1st  

paragraph, and 

section 2.2 

paragraph 1-3 

 

Intervention: 

Integrated / 

multicomponent / 

complex intervention 

Integrated structured, manual-driven, group 

psychotherapy intervention.  

p. 890 col 1, 

paragraph 1 

Intervention Location 

(Ambulant/housing 

facility/transition between 

hospital and ambulant) 

Specialized mood disorder outpatient clinic 

Outpatient setting 

p. 890 col 2 

paragr. 1 

Duration of intervention 

(Duration and number of 

intermittent periods of 

intervention activity) 

May 1999 – july 2010 

 

p. 890 section 2.1 

Timing during Intervention 

(e.g. frequency, duration of 

each intervention period) 

Phase 1 describes 6 weekly 90 min sessions. Mandatory 

to participate in at least 4 /6sessions to move to phase 

2.Phase 2 is open-ended, but to be in the study, 

participation in at least 10 sessions is mandatory. 

p. 890 section 2.1 

paragraph 1 

Intervention for 

comparison group 

Not applicable  
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Monitoring frequency 

(frequency of patient  and/ 

or staff monitoring of 

development based on 

intervention) 

Not stated  

Detecting EWS  

(Yes/No) 

Yes ( forerunners of relapse) p. 890, section 

2.2 paragraph 1 

Management plan/plan of 

action 

Elements that can trigger relapse and management 

strategies 

p. 890, section 

2.2 paragraph 1 

Treatment providers 

(e.g. no., profession, 

training, ethnicity etc. if 

relevant) 

Well trained nurses and principal investigator(profession 

not stated but working at mental health department of 

psychiatry, bipolar program, Geneva university hospital, 

Switzerland) 

p. 890, section 

2.2 paragraph 1 

and 2 

Location for intervention: 

Home visits/MHC center 

visits 

Specialized outpatient mood disorder clinic  p. 890,col 2, 

paragr. 1 

Follow-up 

(Effect of intervention) 

Answers to the questionnaire evaluating the program. 
 

p.891, col 2 

paragr. 2 

Reassessment 

(Baseline test/other) 

All participants were assessed at the end of the intervention feb 2009 
–July 2010, ie 3-11years after entering phase 1. They were invited to 
fill a multiple response questionnaire elaborated by the authors, 
which evaluated parameters such as self-reported mood stability, 
ability to cope with relapse and treatment compliance since LGP 
participation. Questionnaires were mailed to the participants and 
filled in the absence of caregivers, usually at home, in order to avoid 
desirability bias. 

p. 891, section 

2.3,paragraph 1 

Compliance Half of participants in phase 1 and 57.1% of those in phases 1 and 
2 reported no difficulty in taking treatment regularly. A large 
majority of participants to phases 1 and 2 were taking a 
mood stabilizer during their participation 

p. 891, section 

2.3,paragraph 2 

Confounders Recall bias, subjective report of improved mood, 

subgroup of patients entering phase 2 having comorbid 

personality disorder partially explain pos. outcome of this 

phase. Sample selection bias. 

p. 893 col 2, 

paragraph 4. 
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Outcomes 
 Description as stated in report/paper 

 

Location in text or 

source (pg & 

¶/fig/table/other) 

Outcome name Rehospitalizations , mood stability, social functioning p.891—892, 

section3 

Outcome definition  

(change in number or 

severity of relapse/ 

regiment of handling 

relapse: Ambulant/ 

rehospitalisation) 

Reduction in number and duration of hospitalizations, 
Self reported mood stability 
Ability to cope with relapse 
Treatment compliance  
 

p. 891, section 

2.3 paragraph 1 

and col 2 last 

paragraph 

Time points measured 

(Time to relapse/time 

between relapse’) 

Time from diagnosis to inclusion into phase 1 (years; median, range) 
Time from inclusion into phase 1 to evaluation (years; median, range)  
Duration of participation in phase 1 (days; median, range)  
Time from inclusion into phase 2 to evaluation (years; median, range)  
Duration of participation in phase 2 (months; median, range) 

p.891 table 1 

(Early) Warning Signs 

identified (list) 

Not stated  

Number of (Early) 

Warning Signs 

experienced 

Not stated  

Management plan/plan 

of action 

Actions described for 

handling early warning 

signs/crisis 

Not described  

Time from detecting 

Early Warning Signs to 

relapse 

Not described  

Patient measuring/ 

reporting 

(Handling own 

disease/control over own 

life/ improved quality of 

life as a result of the 

intervention/tool?) 

Answering authors questionnaire regarding mood stability, 

relapse prevention and coping with relapse, medication 

adherence, social relations and occupation. 

p. 892 table 2 
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Unit of measurement  

(No. of relapse/time) 

Number of hospitalizations / 3 years 

Duration of participation phase 1 : days 

Duration of participation phase 2: months 

Time from diagnosis to inclusion in phase 1: years 

Time from inclusion into phase 1 to evaluation: years 

Time from inclusion into phase 2 to evaluation: years 

p.892 table 3 

p. 891 table 1 

If outcome is measured 

by tool: Is tool validated? 

 Yes  No 

x  Unclear   

Questionnaire elaborated 

by the author 

p. 891, section 

2.3 paragr. 1 

Imputation of missing 

data 

(for participant 

dropout/noncompliance) 

2 participants excluded due to missing data. No imputation 

described. 

p.891, section 2.4 

paragr. 2 

Significance of findings 

(Benefit of intervention) 

Answers to the questionnaire evaluating the program indicated 
that either phase 1 only or phases 1 and 2 had a positive impact. A large 
majority of participants reported at least some improvement in self-
reported mood stability, at least a partial effect in relapse prevention 
and a better ability to cope with relapse. When compared with phase 1 
only, phases 1 and 2 participants reported improvement in social 
relationship significantly more often (p=0.034). 
No of hospitalizations decreased in both groups(p=0.017 and p=0.035, 
respectively). 
Considering the hole sample(n=83) both the number(p=0.001) and 
cumulative duration of hospital stays (p=0.009) significantly decreased 
from the 3 year period before phase 1 to the 3 year period after 
participation whether phase 1 or phase 2. 
Number of non-voluntary admissions significantly decreased (p=0.004) 
Significant decrease of number of hospitalizations(p=0.001) and 
cumulative duration (p=0.004) was observed among patients diagnosed 
2 years or less before entering phase 1 (n=38) 
Comparing the 3-year periods before and after participation, 

the proportion of patients hospitalized at least once decreased 
from 44.9% to 20.4% in phase 1 participants (n=49, 

p=0.008) and from 61.8% to 26.5% in phases 1 and 2 participants 

(n=34, p=0.008). As shown in Table 3, the number 
of hospitalizations significantly decreased in both groups 

(p=0.017 and p=0.035, respectively). Differences did not 

reach statistical significance for the cumulative duration of 
hospital stays, even though it was reduced for 34.7% of patients 

in phase 1 and 50.0% of those in phases 1 and 2. 

Decrease in the number of hospitalizations( p=0.001) and cumulative 
duration(p=0.008) I bipolar type I patients, not in bipolar type II. 

Result section 

p.891, col 2 

paragr. 2-3 and p. 

892 col 1. 

 

 

Notes:    

 

Other 

Study funding sources 

(including role of funders) 

none p.893, bottom 
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Possible conflicts of 

interest (for study authors) 

None declared p.893, bottom 

Notes:         

 

 

Confounders: 

For the purpose of this literature review we merely analyze the pre and post intervention results to omit 

confounders associated with the intergroup analysis. 



1 

 

Data extraction form (version 21.05.2019) 
Cochranes data collection form for intervention review – RCTs and non-RCTs (1) was used as guide for 

development of this data extraction form 

General Information 
Date form completed 
(dd/mm/yyyy) 

24.02.2020 

Name/ID of person extracting 
data 

Kirsten Johansen 

Report title Early intervention for relapse in schizophrenia: Impact of cognitive 

behavioural therapy on negative beliefs about psychosis and self esteem 

Report ID  
(ex. First author) 

Andrew Gumley 

Reference details 
(author/journal/year) 

Gumley A et al, British journal of psychology (2006)45, 247-260 

Included in the study are papers from 2000 and 2003 

Report author contact details Correspondence should be addressed to Dr Andrew Gumley, University of Glasgow, Division 
of Community Based Sciences, 
Section of Psychological Medicine, Academic Centre, Gartnavel Royal Hospital, 1055 
GreatWestern Road, Glasgow G12 0XH, 
UK (e-mail: aig2r@clinmed.gla.ac.uk). 

Publication type  (e.g. full report, 

abstract, letter) 
Research study 

Conflicts of interest None declared 

Study eligibility 

Study 

Characteristics 

Eligibility criteria 

(Insert inclusion criteria for each characteristic as 

defined in the Protocol) 

Eligibility criteria met?  Location in text or 

source (pg & 

¶/fig/table/other) Yes No Unclear 

Type of study Randomised Controlled Trial x    Gumley et al 2003 
pg. 421, col 2 

Case-control Trial     

Controlled Before and After Study     

Qualitative study     

Other design (specify): 

 
   

 

Participants Patients with schizophrenia, age 18 -65 x    
Gumley et al 2006 
Pg. 250 Method 
section 

Types of 
intervention 

Relapse prevention intervention CBT 
x    

Gumley et al 2006 
Pg. 250 method 

section 

General information  
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Types of 
comparison 

TAU 
x    

Gumley et al 2006 
Pg. 250 method 

section 

 

INCLUDE  x  

 

 

Notes: 

 

Characteristics of included studies  

Method 

 Descriptions as stated in report/paper Location in text 

or source (pg & 

¶/fig/table/other) 

Aim of study  
(e.g. efficacy, equivalence, 
pragmatic) 

The aims of the present study were twofold.  
Firstly, the association between relapse and beliefs about 
illness and self-esteem was investigated. Secondly, it was 
hypothesized that CBT would result in a reduction in negative 
beliefs about psychosis and an improvement in self-esteem at 
12 months, in comparison to a treatment as usual (TAU) group. 
This aim was of particular importance to the current study as 
the CBT treatment included identification and targeting 
negative beliefs about self and illness, and developing 
alternative adaptive beliefs and reinforcing those through 
behavior change for relapse prevention. 
 

Gumley et al 2006 pg 

250 paragraph 2 

Design 
(e.g. parallel, crossover, 
non-RCT) 

RCT       

Unit of allocation 
(units from which patients 
are recruited) 

8 Local community mental health teams (CMHTs) in West 

Scotland 

Gumley et al 2003 pg 

421 col 1 

Start date June 1997  Gumley et al 2003 pg 

420 Method 

End date dec 2000 Gumley et al 2003 pg 

420 Method 

Duration of 
participation 
(from recruitment to last 
follow-up) 

52 weeks Gumley et al 2006 pg 

250 Assessments 

Ethical approval 
needed/ obtained for 
study 

x  

  

Yes No

 Unclear 

obtained ethical 
approval from Local Research 
Ethics Committees 
in each NHS Trust 

Gumley et al 2003 pg 

421 col 1 

Notes:         
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Participants 
 Description 

Include comparative information for each intervention or 

comparison group if available 

Location in text or 

source (pg & 

¶/fig/table/other) 

Population description 
(from which study 
participants are drawn) 

Patients with schizophrenia ( DSM-IV), age 18 - 65 Gumley et al 2003 pg 

421 col 1 

Setting 
(ambulant, inpatient or 
transition) 

Patients from CMHTs – ambulant setting Gumley et al 2003 pg 

421 col 1 

Inclusion criteria  Inclusion criteria : Fulfilled DSM-IV(American Psychiatric 
Association, 1994) criteria for schizophrenia or a related 
disorder confirmed by the Structured Clinical Interview for 
DSM-IV (First, Spitzer, Gibbon, & Williams, 1994), were aged 
between 18 and 65, were receiving antipsychotic 
medication, and were considered relapse-prone. 

Gumley et al 2006 pg 

250 Method 

Exclusion criteria Patients were excluded if they were a non-English speaker, 
had organic brain disorder, presence of significant learning 
disability, severe positive psychotic symptoms (rating of 5 or 
more on any one item of the positive scale of the Positive and 
Negative Syndrome Scale; PANSS; Kay, Fizbein, & Opler, 
1987), a primary drug or alcohol dependence disorder 
(based on the opinion of the key worker), or being in receipt 
of a concurrent psychotherapy outside the study. 

Gumley et al 2006 pg 

250 Method 

Method of recruitment 
of participants  
(e.g. phone, mail, clinic 

patients) 

Patient cases from local CMHTs were sctreened, consultant 

psychiatrist was approached for permission. If granted, the 

patient was approached for written consent 

Gumley et al 2003 pg 

421 

Informed consent 
obtained 

x  Yes  No 

 Unclear  

      Gumley et al 2003 pg 

421 

Total no. randomised  
(or total pop. at start of 
study for NRCTs) 

Total of 144 participants were randomized to 
CBT (n=72) or TAU (n= 72). 

Gumley et al 2006 pg 

250 Method 

Clusters 
(if applicable, no., type, no. 
people per cluster) 

-       

Baseline information 
-assessment 
-severity of illness 
-medical treatment 
# previous hospitalizations 
(mean) 

Positive and negative symptoms were measured using the 
PANSS (Kay et al., 1987). 
Participants’ appraisal of their illness was evaluated using the 
Personal Beliefs about Illness Questionnaire (PBIQ; 
Birchwood et al., 1993). 
Self-esteem was assessed using the Rosenberg Self-Esteem 
Scale (RSES;Rosenberg, 1965). 

 

Gumley et al 2006 pg 

250 - 1 Assessments 

Withdrawals and 
exclusions 
(if not provided below by 
outcome) 

CBT: 6 drop outs 

TAU: 5 drop outs 

Gumley et al 2003 p. 

425 flowchart 
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Age 
(At onset /first episode) 

Age/ years  CBT 35.8 SD (9 . 6) TAU 36.7 SD (10.1) Gumley et al 2003 pg 

424 table 1 

Sex Male CBT 54 (75.0%) TAU 51 (70.8%) 
Female CBT18 (25.0%)  TAU 21 (29.2%) 

Gumley et al 2003 pg 

424 table 1 

Participant ethnicity -       

Diagnosis 
(criteria) 

Primary diagnosis Schizophrenia CBT 59 (81.9%) TAU 59 (81.9%) 
Schizoaffective                             CBT12 (16.7%)   TAU 10 (13.9%) 
Schizophreniform                         CBT1 (1.4%)       TAU 1 (1.4%) 
Delusional disorder                      CBT 0 (0%)         TAU 1 (1.4%) 
Psychotic disorder                       CBT NOS 0 (0%) TAU 1 (1.4%) 

Gumley et al 2003 pg 

424 table 1 

Family status 
(staying with family/living 
alone/housing facility) 

-       

Prior episodes of 
relapse 
(#prior episodes/time; 
# hospitalizations/time; 
Duration of average episode) 

History admission* Yes  CBT 27 (38.6%)  TAU 35 (52.2%) 
                               No   CBT 43 (61.4%)   TAU32 (48.8%) 

Gumley et al 2003 pg 

424 table 1 

Notes:         

 

 

Intervention groups 
 Description as stated in report/paper 

 

Location in text or 

source (pg & 

¶/fig/table/other) 

Group name 

(Intervention/Tau) 

CBT vs TAU Gumley et al 2006 pg 

251 treatment groups 

No. of participants in 
groups 

(intervention and comparison 
group) 

72 

CBT 66 completed 

TAU 65 completed 

Gumley et al 2006 pg 

250 Method 
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Theoretical basis  
(include key references)  

Birchwood, Iqbal, Chadwick, and Trower (2000) found 
that, individuals diagnosed with schizophrenia developed 
post-psychotic depression (PDD) without concomitant 
changes in positive and negative symptoms. Participants 
who developed PPD were more likely than their non-PPD 
counterparts to attribute the cause of psychosis to 
themselves (self-blame), perceive greater loss of 
autonomy and valued role, and perceive themselves as 
entrapped and humiliated by their illness. 
Barrowclough et al. (2003) explored the relationship 
between interpersonal environment, self-evaluation, and 
positive and negative symptomatology. Considering the 
evidence cited above, we suggest that both mechanisms 
and consequences of relapse may be similar. Relapse 
tends to occur in the context of critical, hostile, or 
emotionally overinvolved social environments 
(Barrowclough et al., 2003) and this relationship between 
interpersonal environment and relapse appears to be 
mediated by lowered self-esteem. 

Gumley et al 2006 pg 

248 - 49 

Description of 

Intervention 
 (of primary intervention, 

consumer involvement, 

structured intervention, psycho 

education, social therapy, CBT, 

coping skills training, Support 

social/peer) 

Treatment as usual (TAU) 
All participants continued to receive their ongoing usual 
treatment, overseen by the participants’ consultant 
psychiatrist. TAU entailed ongoing medication, regular 
psychiatric review and regular follow-up from a keyworker, 
usually a community mental health nurse. In addition, all 
participants had access to a wider multidisciplinary 
community mental health team. 

CBT intervention 
A five-session engagement phase was delivered between 
entry and 12 weeks. An intensive targeted phase (2–3 
sessions per week) was delivered at the appearance of 
early signs of relapse. Targeted CBT included identifying 
and targeting beliefs and behaviours, which increased risk 
to self or others, identifying and targeting beliefs and 
behaviours accelerating relapse and developing 
alternative beliefs and reinforcing those through behaviour 
change. 

Gumley et al 2006 pg 

251 treatment groups 

Intervention: 
Integrated / 

multicomponent / 

complex intervention 

TAU and CBT intervention  

For description see sbove 

Gumley et al 2006 pg 

251 treatment groups 

 

Intervention Location 
(Ambulant/housing 

facility/transition between 
hospital and ambulant) 

Ambulant setting. Not further specified. Gumley et al 2006 pg 

251 treatment groups 

 

Duration of intervention 
(Duration and number of 
intermittent periods of 
intervention activity) 

12 weeks intervention 

52 weeks incl followup 

Gumley et al 2006 pg 

251 treatment groups 

 

Timing during 
Intervention 
(e.g. frequency, duration of each 
intervention period) 

Assessment dates in week 12, 26 and 52 
If evidence of a relapse, the participant was seen by a 
research nurse using the standardized psychiatric 
interview (Kaye et al 1987) prior to next planned 
asseement date 

Gumley et al 2006 pg 

251 treatment groups 
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Intervention for 
comparison group 

TAU see above for description  

Monitoring frequency 
(frequency of patient  and/ or 
staff monitoring of development 
based on intervention) 

Monitoring was individually planned according to patient 

need and was conducted by community mental health 

nurse. Monthly contact between research nurse and 

participant treatment teams to determine evidence of 

relapse 

Gumley et al 2006 pg 

251  

 

Detecting EWS  
(Yes/No) 

Detecting evidence of relapse and patients monitored 

and reported early signs 

Gumley et al 2006 pg 

251  

 

Management plan/plan of 
action 

None described except for nurse and therapist contact. Gumley et al 2006 pg 

251  

Treatment providers 
(e.g. no., profession, training, 
ethnicity etc. if relevant) 

Community mental health nurse and a clinical 

psychologist, community mental health team. 

Gumley et al 2006 pg 

251 treatment groups 

 

Location for intervention: 
Home visits/MHC center visits 

Ambulant setting – not specified       

Follow-up 
(Effect of intervention) 

At 12 months CBT group showed greater improvement in  

PBIQ loss ( p= 0.02)and selfesteem (p=0.01) 

Gumley et al 2006 pg. 

254 

Reassessment 
(Baseline test/other) 

Personal belief about illness questionnaire (PBIQ) and 

self-esteem scale (RSES) were scored pretreatment and 

at 12 months followup for TAU and CBT groups 

Gumley et al 2006 

table 3,4,5 

Compliance Adherence rate on returning early signs monitorings 83% Gumley et al 2003 pg. 

423 

Confounders Difference in history of admission between TAU (32) and CBT (43) is 

problematic, as this is primary outcome. 
Gumley et al 2006, 

pg. 253 table 1 

Outcomes 

 Description as stated in report/paper 

 

Location in text or 

source (pg & 

¶/fig/table/other) 

Outcome name Relation between relapse, illness beliefs and self-esteem Gumley 2006 pg 254 

Discussion 

Outcome definition  
(change in number or severity 
of relapse/ regiment of 
handling relapse: Ambulant/ 
rehospitalisation) 

the CBT treatment included identification and targeting 
negative beliefs about self and illness, and developing 
alternative adaptive beliefs and reinforcing those through 
behavior change for relapse prevention. 
Relapse was defined as an admission to hospital or an 
increase in psychotic symptoms 
for minimum of 7 days 

Gumley 2006 pg 250 

and 252 

Time points measured 
(Time to relapse/time between 
relapse’) 

Time to hospital admission and time to relapse was 

reported for both CBT and TAU 

Gumley et al 2003 pg 

425 -26 fig. 2 and 3. 

(Early) Warning Signs 
identified 
(list) 

Not reported 2003 
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Number of (Early) 
Warning Signs 
experienced 

Not reported  

Management plan/plan 
of action 
Actions described for handling 
early warning signs/crisis 

Not described   

Time from detecting 
Early Warning Signs to 
relapse 

Not described  

Patient measuring/ 
reporting 
(Handling own disease/control 
over own life/ improved quality 
of life as a result of the 
intervention/tool?) 

At 12 months the CBT group showed greater improvement 
in positive symptoms (P=0.028) 
negative symptoms (P=0.016), global psychopathology 
(P=0.0005), performance of independent functions 
(P=0.013) and prosocial activities (P=0.0024) 

Gumley et al 2003 p. 

426 

Unit of measurement  
(No. of relapse/time) 

No. of relapse 

Score on the applied scales 

Gumley et al 2006, pg 

250-1 assessments 

If outcome is measured 
by tool: Is tool 
validated? 

x  Yes  No 

 Unclear   

      Gumley et al 2006, pg 

250-1 assessments 

Imputation of missing 
data 
(for participant 
dropout/noncompliance) 

Intention to treat analysis Gumley et al 2006, pg 

252 statistical analysis 

Significance of findings 
(Benefit of intervention) 

11 admissions(CBT) compared to 19(TAU) p=0.089 

13 relapse (CBT) compared to 25 (TAU) p=0.028 

For further details see above: Patient measuring/ 
reporting 

Gumley et al 2003 pg 

425-6 

Notes:    

 

Other 

Study funding sources 
(including role of funders) 

      The research was supported by a project grant 

(K/RED/18/13) to Andrew Gumley and Kevin 
Power from the Chief Scientist Office, Scottish Executive. 

Gumley et al 2006 

pg 258 
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Data extraction form (version 21.05.2019) 
Cochranes data collection form for intervention review – RCTs and non-RCTs (1) was used as guide for 

development of this data extraction form 

General Information 
Date form completed 
(dd/mm/yyyy) 

25.02.2020 

Name/ID of person extracting 
data 

Kirsten Johansen 

Report title Randomised controlled trial of efficacy of teaching patients with bipolar 

disorder to identify early symptoms of relapse and obtain treatment 

Report ID  
(ex. First author) 

Alison Perry 

Reference details 
(author/journal/year) 

Perry, A et al ; BMJ 1999; 318: 149-53 

Report author contact details Dr. Morris, Department of Community Psychiatry, University of Manchester, and 

Guild NHS Trust, Royal Preston Hospital, Preston PR2 9HT 

Publication type  (e.g. full report, 

abstract, letter) 
Research study 

Conflicts of interest None declared 

Study eligibility 

Study 

Characteristics 

Eligibility criteria 

(Insert inclusion criteria for each characteristic as 

defined in the Protocol) 

Eligibility criteria met?  Location in text or 

source (pg & 

¶/fig/table/other) Yes No Unclear 

Type of study Randomised Controlled Trial, single blind x    Pg. 149 

Case-control Trial     

Controlled Before and After Study     

Qualitative study     

Other design (specify): 

 
   

 

Participants Patients with Bipolar disorder x    Pg. 149 

Types of 
intervention 

Individual collaborative experimental 

treatment to prevent relapse plus routine 

care 

x    

Pg. 150 Treatment 

Types of 
comparison 

Routine care alone 
X    

Pg 150 Treatment 

General information  



2 

 

 

INCLUDE x  

 

 

Notes: 

 

Characteristics of included studies  

Method 
 Descriptions as stated in report/paper Location in text 

or source (pg & 

¶/fig/table/other) 

Aim of study  
(e.g. efficacy, equivalence, 
pragmatic) 

To determine the efficacy of teaching patients with bipolar disorder 
(manicdepressive psychosis) to identify early symptoms of relapse and 
seek prompt treatment from health services. 

Pg. 149 

Design 
(e.g. parallel, crossover, 
non-RCT) 

Single blinded RCT  Pg 145-50 Patients 

and method 

Unit of allocation 
(units from which patients 
are recruited) 

Patients were systematically identified from computerised patient records of 
hospital admissions to three NHS trusts in the north west of England. In 
addition, patients were referred by consultant psychiatrists and mental health 
workers in these trusts, with two patients being referred by a consultant 
psychiatrist in a neighbouring trust. 

Pg. 149 Patients and 

Methods 

Start date March 1994 Pg 150 Results 

End date April 1997 Pg 150 Results 

Duration of 
participation 
(from recruitment to last 
follow-up) 

18 months Pg 150 Assessment 

Ethical approval 
needed/ obtained for 
study 

x  

  

Yes No

 Unclear 

The study was 
approved by a medical ethics committee in 
each NHS trust. Each patient gave written 
informed consent to 
the trial. 

Pg 149 Patients and 

Methods 

Notes:         

Participants 

 Description 

Include comparative information for each intervention or 

comparison group if available 

Location in text or 

source (pg & 

¶/fig/table/other) 

Population description 
(from which study 
participants are drawn) 

Patients were recruited from 3 NHS trusts in North West of 

England via screening of patient records or referral from 

treating psychiatrist or mental health worker. 

Pg 149 Patients and 

methods 

Setting 
(ambulant, inpatient or 
transition) 

Ambulant setting Pg 150 Assessment 



3 

 

Inclusion criteria  lifetime diagnosis of bipolar disorder1 elicited by a trained research assistant 
(EMcC, KL, AP) using a standardised psychiatric interview; two or more 
relapses,1 one in the previous 12 months; and age 18 to 75 years. 

Pg. 149 

Exclusion criteria inability to read or write in English; drug or alcohol misuse or dependence1 as 
a primary problem; and anorganic cerebral cause for bipolar disorder—for 
example, multiple sclerosis or stroke. 

Pg. 149 

Method of recruitment 
of participants  
(e.g. phone, mail, clinic 

patients) 

Screening of patients files and referral from treating 

psychiatrist or mental health worker 

Pg. 149 

Informed consent 
obtained 

x  Yes  No 

 Unclear  

      Pg 149 Patients and 

Methods 

Total no. randomised  
(or total pop. at start of 
study for NRCTs) 

69 Pg 151 

Clusters 
(if applicable, no., type, no. 
people per cluster) 

-       

Baseline information 
-assessment 
-severity of illness 
-medical treatment 
# previous hospitalizations 
(mean) 

Variable 
Experimental group (n=34) Control group (n=35) 

Mean (SD) age (years) 44 (13)    45 (11) 
Women                          23 (68)    24 (69) 
Prescribed lithium          23 (68)     25 (71) 
Contact with carer for >10 h/week 23 (68)   21 (60) 
Married or cohabiting     22 (65)     21 (60) 
White ethnic origin         30 (88)     33 (94) 
Education over 16 years old 16 (47)   13 (37) 
Employed                         9 (26)        6 (17 
Median duration of illness (range) (years)      11 (241) 12 (234) 
Type of bipolar illness: 
I*                                                                     30 (88)    33 (94) 
II† 4 (12) 2 (6)  
Median No of bipolar episodes (range)           6 (225)   5 (217) 
Median No of psychiatric admissions (range) 5 (121)   5 (019) 
Mean (SD) No of weeks since last relapse     25 (16)     25 (18) 
Personality disorder                                           3 (9)         4 (11) 
Other psychiatric disorder‡                                7 (21)       6 (17) 
Prescribed mood stabilising drugs                    30 (88)    31 (89) 
*Recurrent mania requiring admission together with major depression. 
†Recurrent major depression with occasional hypomania not requiring admission 
‡Obsessive compulsive disorder (n=4), social phobia (n=3), generalised anxiety 
disorder (n=2), anxiety disorder not otherwise specified (n=2), simple phobia 
(n=2). 

Pg. 151 

Withdrawals and 
exclusions 
(if not provided below by 
outcome) 

1 participant from experimental group died Pg 151 fig 1. 

Age 
(At onset /first episode) 

Not reported       

Sex Women  Exp. group. 23 (68%)  control group 24 (69%) 

Men        Exp group  11(32%)  control group 11(31%) Pg. 151 table 1 

Participant ethnicity White ethnic origin EXP group 30 (88%) Control group 33 (94%) Pg 151 table 1 

Diagnosis 
(criteria) 

Bipolar disorder Pg 149 patients and 

methods 

Family status 
(staying with family/living 
alone/housing facility) 

Married or cohabiting Exp.group 22 (65%) control group 21 (60%) Pg 151 table 1 

Prior episodes of 
relapse 
(#prior episodes/time; 
# hospitalizations/time; 
Duration of average episode) 

Median No of bipolar episodes (range)  exp group 6 (225) control 
group 5 (217) 
Median No of psychiatric admissions (range) exp group 5 (121) 
control group 5 (019) 

Pg. 151 table 1 
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Notes:         

 

 

Intervention groups 
 Description as stated in report/paper 

 

Location in text or 

source (pg & 

¶/fig/table/other) 

Group name 

(Intervention/Tau) 

Experimental group vs control group 149 patients and 

methods 

No. of participants in 
groups 

(intervention and comparison 
group) 

Experimental group 34 participants vs control group 35 

participants 

149 patients and 

methods 

And pg 151 table 1 

Theoretical basis  

(include key references)  

Not stated       

Description of 

Intervention 
 (of primary intervention, 

consumer involvement, 

structured intervention, psycho 

education, social therapy, CBT, 

coping skills training, Support 

social/peer) 

Collaboration between the patient and a research psychologist, in two 
stages: training the patient to identify prodromal symptoms (prodromes) 
of manic or depressive relapse separately and production and 
Rehearsal of an action plan once prodromes had been recognized by the 
patient. A history was obtained of life circumstances and symptoms 
leading to previous manic and depressive relapses. The nature and 
timing of the prodromal symptoms were elicited by using a standard 
checklist  and a card sorting exercise in which the patient placed 
prodromal symptoms written on cards in temporal order of occurrence. 
Diaries were kept to distinguish symptoms associated with normal 
mood variation from prodromes. Three symptoms or life situations which 
reliably occur early in the manic or depressive prodrome constituted a 
warning stage for the patient to increase monitoring from weekly to daily. 
Three further symptoms or life situations occurring Later in the prodrome 
constituted an action stage to seek help from a health professional of the 
patient's choice.The therapist and patient identified three health 
professionals for seeking early treatment, one of whom would be 
available at all times—for example, a general practitioner or a doctor in 
an accident and emergency department. The full relapse plan of warning 
and action was carried by the patient. 

Pg 150 treatment 

Intervention: 
Integrated / 

multicomponent / 

complex intervention 

Collaboration between pt. and psychologist re 

identification of prodromal signs followed by producing 

and rehearsing an action plan. 

Pg. 150 treatment 

Intervention Location 
(Ambulant/housing 

facility/transition between 
hospital and ambulant) 

Ambulant setting  
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Duration of intervention 
(Duration and number of 
intermittent periods of 
intervention activity) 

Standardized psychiatric and social functioning interview 

at baseline, 6, 12 and 18 months. 

2 stage intervention treatment: Training to identify 

prodromal signs and rehearsing an action plan. 3 

symptoms were monitored on a weekly/daily bases. # life 

situations constituted and action stage.  

Up to 12 ( median 9) one hour individual sessions 

Pg. 150 Treatment 

and Assessment 

 

 

 

 

 

Pg. 151 

Timing during 
Intervention 
(e.g. frequency, duration of each 
intervention period) 

See above  

Intervention for 
comparison group 

Routine care delivered by psychiatrists and key workers consisted of 
drug treatment, monitoring of mood and adherence to treatment, 
support, education about bipolar disorder, and if necessary inpatient 
care. 

Pg. 150 Treatment 

Monitoring frequency 
(frequency of patient  and/ or 
staff monitoring of development 
based on intervention) 

Weekly to daily patient  self-monitoring of EWS 

Research assistant pt-interview at baseline, 6,12, 18 

months 

Pg. 150 Assessment 

Detecting EWS  
(Yes/No) 

yes Pg. 150 Treatment 

Management plan/plan of 
action 

Produced individual plan of action Pg. 150 Treatment 

Treatment providers 
(e.g. no., profession, training, 
ethnicity etc. if relevant) 

Experimental treatment  was a collaboration 
between the patient and a research psychologist with 
little previous clinical experience (AP). 
Health professionals to contact in case of relapse: consultant 
psychiatrist, key worker, and general practitioner 

Pg. 150 Treatment 

Location for intervention: 
Home visits/MHC center visits 

Not specified       

Follow-up 
(Effect of intervention) 

 At 6,12 and 18 months Pg 152 table 2 

Reassessment 
(Baseline test/other) 

Standardized psychiatric and social functioning interviews 

at each follow up 

Pg. 150 Assessment 

Compliance 7 patients in the experimental group did not complete 

the experimental treatment. 

Pg. 151 results 

Confounders Risk of Selection bias as the group of continuously ill patients were not 

included in the study: Fig. 1 ”48 continuously ill patients” 

Pg. 151 fig 1 

Outcomes 

 Description as stated in report/paper 

 

Location in text or 

source (pg & 

¶/fig/table/other) 

Outcome name Relapse number and duration 

Time to manic or depressive relapse 

Pg. 152 Table 2  

Pg. 151 fig 2 and 3 
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Outcome definition  
(change in number or severity 
of relapse/ regiment of 
handling relapse: Ambulant/ 
rehospitalisation) 

Outcome measures: No (%) with relapse or 
who received treatment and Median (range) length of relapse or 
treatment (days) 

Pg 152 table 2 

Time points measured 
(Time to relapse/time between 
relapse’) 

Baseline to 6 months 

6 to 12 months 

12 to 18 months 

Pg 152 table 2 

(Early) Warning Signs 
identified 
(list) 

Not specfied  

Number of (Early) 
Warning Signs 
experienced 

3 described per patient Pg. 151 treatment 

Management plan/plan 
of action 
Actions described for handling 
early warning signs/crisis 

Three symptoms or life situations which reliably occur early in the manic or 
depressive prodrome constituted a warning stage for the patient to 
increase monitoring from weekly to daily. Three further symptoms or life 
situations occurring later in the prodrome constituted an action stage to 
seek help from a health professional of the patient's choice. 

Pg. 151 treatment 

Time from detecting 
Early Warning Signs to 
relapse 

Not stated  

Patient measuring/ 
reporting 
(Handling own disease/control 
over own life/ improved quality 
of life as a result of the 
intervention/tool?) 

Presence and intensity of Early warning signs  Pg. 151 treatment 

Unit of measurement  
(No. of relapse/time) 

Number of relapse and number of days and social function Pg 152 table 2 and 3 

If outcome is measured 
by tool: Is tool 
validated? 

x  Yes  No 

 Unclear   

Interviews are standardized: 
Kessing LV. Recurrence in affective disorder. 
II. Effect of age and gender. 
Br J Psychiatry 1998;172:2934. 

Hurry J, Sturt E, Bebbington P, Tennant C. 
Sociodemographic 
associations with social disablement in a 
community sample. Soc Psychia 
try 1983;18:11321. 

Pg 150 assessment 

Imputation of missing 
data 
(for participant 
dropout/noncompliance) 

Intention to treat analysis Pg 152 table 2 

Significance of findings 
(Benefit of intervention) 

The event curves for the experimental and control groups were 
significantly different for time to first manic relapse (log rank 7.04, 
df = 1, P = 0.008) but not for time to first depressive relapse (log rank 1.65, 
df = 1, P = 0.19). 
Reductions in the total number of manic relapses between baseline and 
each six month period up to 18 months in the experimental group 
compared with the control group but no significant differences in the length 
of each manic relapse if it occurred. 

Pg. 151 results fig 2 

and 3 

Notes:    

 

Other 

Study funding sources 
(including role of funders) 

Funding: This study was funded by a project grant awarded 
by the North West Regional Health Authority 

Pg 153 
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Possible conflicts of 
interest 
(for study authors) 

Competing interests: None declared. Pg 153 

Notes:         

 

 


