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A web-based tool to support shared decision-making for people with a psychotic disorder – a randomized clinical trial and process evaluation
TITLE
1a-i) Identify the mode of delivery in the title
"A web-based tool to ... "
1a-ii) Non-web-based components or important co-interventions in title
Not applicable. We do not use co-interventions.
1a-iii) Primary condition or target group in the title
"...for people with a psychotic disorder ..."
ABSTRACT
1b-i) Key features/functionalities/components of the intervention and comparator in the METHODS section of the ABSTRACT
"Patients in the intervention condition (n=124) were provided an account to access a web-based information and decision tool aimed to support patients
in acquiring an overview of their needs and appropriate treatment options provided by their mental health care organization."
1b-ii) Level of human involvement in the METHODS section of the ABSTRACT
"Patients were given the opportunity to use the web-based tool either on their own, at their home computer or at one of the computers of the service, or
with support of an assistant. "
1b-iii) Open vs. closed, web-based (self-assessment) vs. face-to-face assessments in the METHODS section of the ABSTRACT
"Patients in the intervention condition (n=124) were provided an account to access a web-based information and decision tool ..."
1b-iv) RESULTS section in abstract must contain use data
"Seventy-three patients completed the follow-up measurement and were included in the final analysis (response rate 29%). Results show that almost
half of the patients who were provided access to the web-based decision aid did use it, and the majority of them used its full functionality. However, no
differences were found between intervention and control condition on perceived involvement in medical decision-making (COMRADE risk
communication F(1) = 0.422, p = .518; COMRADE confidence in decision F(1)= 0.086; p = 0.770). In addition, results of the process evaluation suggest
that the intervention did not optimally fit in with routine practice of the participating teams. "
1b-v) CONCLUSIONS/DISCUSSION in abstract for negative trials
"However, results of this paper could not support the assumption that the use of electronic decision aids increases patient involvement in medical
decision-making. This can be partly explained by a weak implementation of the study protocol and a low response rate. "
INTRODUCTION
2a-i) Problem and the type of system/solution
"This paper reports on a randomized clinical trial and process evaluation of a web-based intervention to facilitate shared decision-making, with or
without assistance, in people with psychotic disorders. "
2a-ii) Scientific background, rationale: What is known about the (type of) system
"Shared decision-making in mental health care has been dubbed an ethical imperative [1]. Since the rise of recovery-oriented medicine, patients have
been acknowledged as experiential experts and equal partners in communication with clinicians. Research has shown that people with severe and
persistent mental disorders are no exception. People with psychotic disorders are able and willing to participate in medical decision-making [2, 3].
However, the desire for participation is greater than the amount of participation they actually experience [4, 5]. A range of obstacles are hampering
successful implementation. Most clinicians believe in the benefits of shared decision-making, but time constraints and a large number of clinical
responsibilities retain them from practicing it [6, 7]. Moreover, patients may not be used to actively participate in medical decision-making and they
sometimes lack access to medical information that is easily intelligible [8].
Therefore, Drake and Deegan [9] have stressed the need for decision aids and support centers to ensure the development of an infrastructure that
facilitates the practice of shared decision-making. Several initiatives have been developed in this area. For instance, in Germany, Hamann et al. [3]
investigated the effectiveness of a shared decision-making intervention with a printed decision aid for inpatients with schizophrenia. They found that
patients using the decision aid, compared to a control group that received care as usual, had better knowledge about their disease and had a higher
perceived involvement in medical decisions [3]. Recently, a special case was made for electronic decision aids [10], as they have various advantages
over paper-based decision aids, such as presenting personalized information based on smart algorithms. So far, three electronic decision aids have
been developed and investigated to support shared decision-making in the treatment planning for people with severe mental disorders, but the results
are inconsistent [11, 12]. A pilot study by Deegan et al. [11] showed that outpatients were able to work with a web-based program to support shared
decision-making on psychopharmacological consultation. Patients used the program on computers at the clinic where experiential experts were
available for assistance. Two small-scale randomized clinical trials were conducted [12, 13]. The first trial showed that patients were able to
electronically make up their own care plan, but there was no difference between intervention and control group on satisfaction with the care planning
process, which was the primary outcome [12]. The second trial reported that a web-based support system encouraging patients to discuss their current
status and treatment with their clinician resulted into patients being more verbally active during health visits [13].
More evidence is needed to determine whether electronic decision aids are helpful in clinical practice, and lead to increased patient involvement and
better outcomes. In addition, more information is needed on what proportion of patients is willing and able to work with web-based decision aids, and in
what form (with or without assistance, using their own computer or one at the clinic)."
METHODS
3a) CONSORT: Description of trial design (such as parallel, factorial) including allocation ratio
"Our aim was to investigate this intervention in a naturalistic setting, meaning that all eligible patients were included in order to be able to determine how
many of them would actually use the decision aid. "
3b) CONSORT: Important changes to methods after trial commencement (such as eligibility criteria), with reasons

" W e  d e v i a t e d  f r o m  t h e  p r o c e d u r e  d e s c r i b e d  i n  t h e  o r i g i n a l  r e s e a r c h  p r o t o c o l  i n  o n e  i m p o r t a n t  a s p e c t :  w e  c o n d u c t e d  o n e  f o l l o w - u p  m e a s u r e m e n t  i n s t e a do f  t w o ,  a s  a  s e c o n d  f o l l o w - u p  m e e t i n g  a p p e a r e d  n o t  t o  b e  f e a s i b l e  w i t h i n  t i m e  l i m i t s . "3 b - i )  B u g  f i x e s ,  D o w n t i m e s ,  C o n t e n t  C h a n g e sN o t  a p p l i c a b l e .  T h e  w e b - b a s e d  d e c i s i o n  a i d  w a s  ' f r o z e n '  d u r i n g  t h e  t r i a l .
4 a )  C O N S O R T :  E l i g i b i l i t y  c r i t e r i a  f o r  p a r t i c i p a n t s
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"We used broad inclusion criteria. Participants had to meet DSM-IV-TR criteria for a non-affective psychosis (brief psychotic disorder, schizophreniform
disorder, schizo-affective disorder, schizophrenia or psychotic disorder not otherwise specified), be aged between 21 and 65 years old, and be fluent in
Dutch. Participating professionals were all clinicians involved in the care for those patients describe above (psychiatrists, community psychiatric nurses,
psychologists). "
4a-i) Computer / Internet literacy
"Internet or computer literacy was not part of the inclusion criteria."
4a-ii) Open vs. closed, web-based vs. face-to-face assessments:
"The study was carried out in a Dutch mental health institution (GGZ Friesland, city of Leeuwarden) with a catchment area of approximately 650.000
inhabitants. Data was collected from June 2011 to July 2012. The trial was completed when all patients received their last measurement. Patients were
recruited from two outpatient teams for psychosis: the early intervention for psychosis team (a multidisciplinary team for the treatment of patients with a
first episode of psychosis) and a rehabilitation team (a multidisciplinary team for patients with chronic schizophrenia). "
4a-iii) Information giving during recruitment
"Patients were informed about the web-based decision aid by research nurses, during a bi-yearly appointment for routine outcome monitoring (ROM),
and they were offered an information brochure. "
 
"Informed consent was obtained by research nurses. Patients were provided with an information brochure and they received a phone number and email
address of a research assistant who they could contact for further information. A few weeks after the initial information, patients were asked whether
they were willing to participated in the trial. "
4b) CONSORT: Settings and locations where the data were collected
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Intervention condition:
"Patients in the intervention condition received care as described in the local disease management program for the treatment of people with psychosis
plus they were offered the opportunity to make use of the web-based information and decision tool (see Multimedia Appendix 1). This tool is meant to
support patients in acquiring an overview of their care needs and of the treatment modules provided by their mental health care organization. The tool
functions as a website consisting of three tabs and a homepage. The homepage briefly explains the aim and procedure of the website. The first tab
presents a questionnaire about care needs, based on items of the CANSAS-P. The second tab offers a digital catalogue with descriptions of treatment
modules dynamically linked to the outcomes of the questionnaire in the first tab. For instance, a reported need for more information about symptoms
and medication use was linked to information about the module psychoeducation, while a reported need on items about living a meaningful life and
doubts about the future was linked to a module about loss and longing. In addition to this selection of modules, patients also had the opportunity to view
all available treatment modules, irrespective of the questionnaire outcomes. The information about the available modules in the catalogue included an
overview of its content and duration, a description of problems/symptoms the treatment module is usually indicated for, names, functions and pictures of
clinicians involved, a short story by a patient who tells his/her experience with the treatment module, and, if available, a brief interview with a clinician
who tells about his/her experience with the treatment module (advantages, disadvantages, motivation to provide the treatment, etc.). The third tab
presents a list of all treatment modules in a checkbox format. The content and design of this web-based tool was based on an earlier usability study.[14]
During the development process, the content of the tool was validated by clinicians and patients. This content was ‘frozen’ during the trial.
Patients using the web-based tool were asked to look through the treatment modules and to choose the modules of their preference by ticking the
according checkboxes. Patients could print the checkbox form and take it with them to the treatment plan evaluation session to discuss it with their
clinician.
Patients were informed about the web-based decision aid by research nurses, during a bi-yearly appointment for routine outcome monitoring (ROM),
and they were offered an information brochure. Patients were given the opportunity to use the decision aid either on their own, at their home computer
or at one of the computers of the service, or with support of an assistant. Furthermore, an assistant was available by phone for help for three days a
week. Patients received a login account by email, or on paper from an assistant. No further instructions were given about the optimal timing of
frequency regarding the use of the decision aid."
 
Control condition:
"Patients in the control condition received care as usual, as described in the local disease management program for the treatment of people with
psychosis. Treatment modules were initially chosen by a clinician in accordance with a treatment path that a patient entered based on the staging of the
disorder (first episode or stabilizing/rehabilitation phase), clinician rated scores on the HoNOS and patient rated scores on the Camberwell Assessment
of Need Short Appraisal Schedule (CANSAS-P). During a treatment plan meeting, clinicians informed patients about the indicated treatment modules,
and also discussed alternatives. A final decision was to be made in a process of ‘shared decision-making’ (which was not further specified in the
disease management program). "
5-ix) Describe use parameters
"No further instructions were given about the optimal timing of frequency regarding the use of the decision aid. "
5-x) Clarify the level of human involvement
"Patients were given the opportunity to use the decision aid either on their own, at their home computer or at one of the computers of the service, or
with support of an assistant. Furthermore, an assistant was available by phone for help for three days a week. "
5-xi) Report any prompts/reminders used
Not applicable.
5-xii) Describe any co-interventions (incl. training/support)
Not applicable.
6a) CONSORT: Completely defined pre-specified primary and secondary outcome measures, including how and when they were assessed

" O u t c o m eT h e  p r i m a r y  o u t c o m e  m e a s u r e  w a s  p a t i e n t  p e r c e i v e d  i n v o l v e m e n t  i n  m e d i c a l  d e c i s i o n s  m e a s u r e d  w i t h :• T h e  p a t i e n t - r a t e d  C o m b i n e d  O u t c o m e  M e a s u r e  f o r  R i s k  C o m m u n i c a t i o n  a n d  T r e a t m e n t  D e c i s i o n - m a k i n g  E f f e c t i v e n e s s  ( C O M R A D E ;  [ 1 9 ] ) .  T h eC O M R A D E  c o n s i s t s  o f  t w o  s u b - s c a l e s  ‘ r i s k  c o m m u n i c a t i o n ’  a n d  ‘ c o n f i d e n c e  i n  d e c i s i o n ’ ,  i n  t o t a l  c o m p r i s i n g  2 0  i t e m s ,  s c o r e d  o n  a  5 - p o i n t  s c a l e .  H i g h e rs c o r e s  i n d i c a t e  h i g h e r  p e r c e i v e d  i n v o l v e m e n t .S e c o n d a r y  o u t c o m e  m e a s u r e s :• T h e  p a t i e n t - r a t e d  C l i e n t  S a t i s f a c t i o n  Q u e s t i o n n a i r e  ( C S Q ;  [ 2 0 ] ) .  T h e  C S Q  u s e d  i n  t h i s  s t u d y  c o n s i s t s  o f  9  i t e m s ,  s c o r e d  o n  a  4 - p o i n t  s c a l e .  H i g h e rs c o r e s  i n d i c a t e  h i g h e r  s a t i s f a c t i o n .• F o r  t h e  i n t e r v e n t i o n  g r o u p ,  w e  a d d e d  q u e s t i o n s  a b o u t  s a t i s f a c t i o n  w i t h  t h e  w e b - b a s e d  d e c i s i o n  t o o l ." " A f t e r  r a n d o m i z a t i o n ,  b a s e l i n e  m e a s u r e m e n t  t o o k  p l a c e  d u r i n g  a  b i - y e a r l y  f a c e - t o - f a c e  r o u t i n e  o u t c o m e  m o n i t o r i n g  s e s s i o n  f o r  a l l  p a r t i c i p a t i n g  p a t i e n t s "" U p  t o  s i x  w e e k s  a f t e r  t h e  R O M  s e s s i o n ,  p a t i e n t s  i n  t h e  i n t e r v e n t i o n  c o n d i t i o n  h a d  t h e  o p p o r t u n i t y  t o  m a k e  u s e  o f  t h e  w e b - b a s e d  t o o l .  A p p r o x i m a t e l y  s i xw e e k s  a f t e r  R O M  ,  a  m e e t i n g  w a s  p l a n n e d  b e t w e e n  p a t i e n t  a n d  k e y  c l i n i c i a n  i n  w h i c h  R O M  r e s u l t s  w e r e  e v a l u a t e d ,  a n d  a  n e w  t r e a t m e n t  p l a n  w a sc r e a t e d  o r  a n  e x i s t i n g  o n e  a d j u s t e d .  P a t i e n t s  w e r e  s e n t  a  f i n a l  q u e s t i o n n a i r e  b y  m a i l .  U p o n  r e t u r n i n g  t h e  q u e s t i o n n a i r e  t o  o u r  r e s e a r c h  c e n t e r ,  t h e yr e c e i v e d  a  g i f t  c e r t i f i c a t e  o f  7 . 5 0  e u r o s "6 a - i )  O n l i n e  q u e s t i o n n a i r e s :  d e s c r i b e  i f  t h e y  w e r e  v a l i d a t e d  f o r  o n l i n e  u s e  a n d  a p p l y  C H E R R I E S  i t e m s  t o  d e s c r i b e  h o w  t h e  q u e s t i o n n a i r e s  w e r e
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"Randomization of patients was conducted by using the online Research Randomizer (www.randomizer.org)."
8b) CONSORT: Type of randomisation; details of any restriction (such as blocking and block size)
"We used block randomization in blocks of 8 (number 1 to 4 was considered intervention condition, 5 to 8 control condition)."
9) CONSORT: Mechanism used to implement the random allocation sequence (such as sequentially numbered containers), describing any steps taken

to conceal the sequence unti l  interventions were assigned

"  A  r e s e a r c h  a s s i s t a n t  l o c a t e d  a t  t h e  m e n t a l  h e a l t h  i n s t i t u t i o n  p a r t i c i p a t i n g  i n  t h e  s t u d y  c r e a t e d  a n  e x c e l  f i l e  l i s t i n g  a l l  p a r t i c i p a n t s  i n  a n  a s c e n d i n g  o r d e r

o n  r e s e a r c h  n u m b e r .  A n o t h e r  r e s e a r c h  a s s i s t a n t ,  l o c a t e d  a t  o u r  r e s e a r c h  c e n t e r ,  a d d e d  t h e  r a n d o m i z a t i o n  c o n d i t i o n s  t o  t h e  e x c e l  f i l e ,  t h e r e b y  a s s i g n i n g

p a r t i c i p a n t s  t o  t h e  i n t e r v e n t i o n s .  "

1 0 )  C O N S O R T :  W h o  g e n e r a t e d  t h e  r a n d o m  a l l o c a t i o n  s e q u e n c e ,  w h o  e n r o l l e d  p a r t i c i p a n t s ,  a n d  w h o  a s s i g n e d  p a r t i c i p a n t s  t o  i n t e r v e n t i o n s "  A  r e s e a r c h  a s s i s t a n t  l o c a t e d  a t  t h e  m e n t a l  h e a l t h  i n s t i t u t i o n  p a r t i c i p a t i n g  i n  t h e  s t u d y  c r e a t e d  a n  e x c e l  f i l e  l i s t i n g  a l l  p a r t i c i p a n t s  i n  a n  a s c e n d i n g  o r d e ro n  r e s e a r c h  n u m b e r .  A n o t h e r  r e s e a r c h  a s s i s t a n t ,  l o c a t e d  a t  o u r  r e s e a r c h  c e n t e r ,  a d d e d  t h e  r a n d o m i z a t i o n  c o n d i t i o n s  t o  t h e  e x c e l  f i l e ,  t h e r e b y  a s s i g n i n gparticipants to the interventions. "11a) CONSORT: Bl inding -  I f  done, who was bl inded af ter  assignment to intervent ions ( for  example,  part ic ipants,  care providers,  those assessingoutcomes) and how11a-i) Specify who was blinded, and who wasn’tNeither participants nor clinicians were blinded to the conditions. "We conducted an open-label two-group parallel randomized clinical trial."11a-ii) Discuss e.g., whether participants knew which intervention was the “intervention of interest” and which one was the “comparator” P
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"Descriptive statistics were used to investigate client characteristics. Baseline measures of both conditions were compared using unpaired t-tests/chi2

tests. Difference between the intervention and the control condition on the primary outcome measure was examined using a general linear model with

adjustments for patient age and partner status (having a partner yes/no)."
12a-i) Imputation techniques to deal with attrition / missing values

Our primary method was an intention-to-treat analysis.

12b) CONSORT: Methods for additional analyses, such as subgroup analyses and adjusted analyses

We also conducted a per-protocol analysis: "Per protocol analyses also showed that ..."

"In an additional analysis, patients in the intervention condition who received the allocated intervention (n=30) were compared to patients in the

intervention condition who did not receive the allocated intervention (n=10). "RESULTS

13a) CONSORT:  For each group, the numbers of participants who were randomly assigned, received intended treatment, and were analysed for the

primary outcomeSee flow diagram.13b) CONSORT:  For each group, losses and exclusions after randomisation, together with reasonsS e e  f l o w  d i a g r a m .A l s o :" A  n u m b e r  o f  2 5 0  p a t i e n t s  ( n =  1 2 4  i n t e r v e n t i o n  v e r s u s  n = 1 2 6  c o n t r o l )  w e r e  i n c l u d e d  i n  t h e  t r i a l  o f  w h o m  7 3  c o m p l e t e d  t h e  f o l l o w - u p  m e a s u r e m e n t  a n d

w e r e  i n c l u d e d  i n  t h e  f i n a l  a n a l y s i s  ( r e s p o n s e  r a t e  2 9 % ) .  O f  t h e s e  7 3  p a t i e n t s ,  4 0  w e r e  i n  t h e  i n t e r v e n t i o n  a n d  3 3  i n  t h e  c o n t r o l  c o n d i t i o n .  O f  t h e  4 0
p a t i e n t s  i n  t h e  i n t e r v e n t i o n  c o n d i t i o n  w h o  c o m p l e t e d  t h e  f o l l o w - u p  m e a s u r e m e n t ,  3 0  u s e d  t h e  d e c i s i o n  a i d .  A  d e t a i l e d  o v e r v i e w  o f  t h e  f l o w  i s  p r e s e n t e di n  F i g u r e  1 . "1 3 b - i )  A t t r i t i o n  d i a g r a mN o t  a p p l i c a b l e .  A l l  i n f o r m a t i o n  i s  p r o v i d e d  i n  1 3 b .

1 4 a )  C O N S O R T :  D a t e s  d e f i n i n g  t h e  p e r i o d s  o f  r e c r u i t m e n t  a n d  f o l l o w - u p" D a t a  w a s  c o l l e c t e d  f r o m  J u n e  2 0 1 1  t o  J u l y  2 0 1 2 . "
1 4 a - i )  I n d i c a t e  i f  c r i t i c a l  “ s e c u l a r  e v e n t s ”  f e l l  i n t o  t h e  s t u d y  p e r i o d
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"Per protocol analyses also showed that ..."
"In an additional analysis, patients in the intervention condition who received the allocated intervention (n=30) were compared to patients in the
intervention condition who did not receive the allocated intervention (n=10). "
18-i) Subgroup analysis of comparing only users
Our primary analysis was an intention-to-treat analysis. We did add a per protocol analysis, but only secondary.
19) CONSORT: All important harms or unintended effects in each group
See below.
19-i) Include privacy breaches, technical problems
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