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Background

Individuals with schizophrenia experience significantly higher
rates of chronic physical health conditions, driving a 20-year
reduction in life expectancy. Poor diet quality is a key modifiable
risk factor; however, owing to side-effects of antipsychotic
medication, cognitive challenges and food insecurity, standard
dietary counselling may not be sufficient for this population
group.

Aim

To evaluate the feasibility, acceptability and preliminary

effectiveness of two dietary interventions — pre-prepared meals
and meal kits — for individuals with schizophrenia.

Method

The Schizophrenia, Nutrition and Choices in Kilojoules (SNaCK)
study is a 12-week, three-arm, cross-over, randomised con-

trolled trial. Eighteen participants aged 18-64 years diagnosed
with schizophrenia or schizoaffective disorder will be recruited
from community mental health services in Australia. Participants
will be randomised to receive pre-prepared meals, meal kits or a
supermarket voucher as a control, crossing-over at the end of
weeks 4 and 8, so that all participants experience all three study
arms. Primary outcomes include feasibility (recruitment rate and
retention, number of days participants use pre-prepared meals
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or meal kits, adherence to meals as prescribed, difficulty in meal
preparation and meal wastage) and acceptability (meal provision
preference ranking and implementation) of the nutrition
interventions. Secondary outcomes include the effects of the
intervention on metabolic syndrome components, dietary
intake, quality of life and food security measures.

Conclusions

Feasible, acceptable and effective dietary interventions for
people with schizophrenia are urgently needed. Findings from
this trial will inform future larger randomised controlled trials that
have the potential to influence policy and improve health
outcomes for this vulnerable population.
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People living with schizophrenia experience chronic physical health
conditions at rates 2-5 times higher than the general population,!
with cardiovascular disease making the greatest contribution to the
10- to 16-year gap in life expectancy.? Drivers of these disparities
can be wide-ranging. A key modifiable risk factor is poor diet,
frequently characterised in this population group by excessive
dietary intake of poor nutritional quality.’ Side-effects of
antipsychotic medication (and other psychotropics) often include
increased hunger,* food cravings and disordered eating behaviours®
such as binge eating, while also potentially having sedative effects.®
Cognitive impacts of the illness, such as impairments in executive
functioning, facilitate eating disinhibition’ and may affect a
person’s knowledge, confidence, skills and motivation to plan
and prepare nutritious meals.® Further, food access is frequently an
issue, given the limited income of many people living with
schizophrenia.’

Lifestyle interventions are considered an effective means of
improving metabolic health in this population group; however,
without adequate resources, they are often affected by uptake,
adherence and attrition issues, particularly in people who
experience more severe clinical symptoms.!® Pre-prepared meals
and meal kits require less effort and planning compared with the
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complex cognitive process of planning, shopping and preparing a
meal and may enable and empower people with schizophrenia to
independently prepare and consume healthier meals. A recent pilot
study (n=24), including people with depression and food
insecurity who were provided with a weekly box of fresh fruit
and vegetables, found that the intervention was acceptable to
participants, with two-thirds of participants showing improve-
ments in depression at project end.!' To our knowledge, the
feasibility and impact of providing healthy pre-prepared meals or
meal kits has not previously been investigated in a population of
individuals living with mental illness.

Here, we aimed to test the feasibility, acceptability and
preliminary efficacy of dietary interventions using pre-prepared
meals and meal kits among people living with schizophrenia.

Method

Study design

The SNaCK study is a 12-week, three-arm, cross-over, three-arm
randomised controlled trial (RCT) (4 weeks per study arm) using a
mixed-methods evaluation to test the feasibility, acceptability and
preliminary efficacy of two dietary interventions compared with an
active control condition among people with schizophrenia or
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Randomisation

/ Arm 1: Pre-prepared meals (1 =6) %
Y Arm 2: Meal kits (n=6) §
Arm 3: Control (n = 6) / >

Fig. 1 Participant randomisation for each 4-week arm.

schizoaffective disorder (Fig. 1). This trial was registered with the
Australian and New Zealand Clinical Trials Registry (trial ID:
ACTRN12623001024639) and reported according to the SPIRIT-
Outcomes 2022 checklist.!>!

Patient and public involvement

In preparation of this protocol, two consumers from a community-
based rehabilitation service living with schizophrenia were engaged
to inform the proposed study design, including assessment
measures. The consumers trialled both the meal kits and the
pre-prepared meals and provided feedback on their experience,
which was incorporated in the finalised protocol and study design.

Setting and study population

Eighteen eligible participants, aged 18-64 years, will be recruited
through public community mental health rehabilitation settings
(Community Care Units) at Metro South Hospital and Health
Services, Australia. Participants will complete all three study arms,
per recommendations for participatory design and user testing
activities.!*

Consumers will be invited to participate in the study if
they have a diagnosis of schizophrenia or schizoaffective disorder
(DSM-5) and body mass index (BMI) >25 kg/m?!* at baseline, have
had <5% body weight increase or loss in the previous 3 months and
live in independent accommodation with access to a kitchen with
relevant utensils and equipment. All participants must have
capacity to consent, be able to follow the study instructions and
procedures, and provide their informed consent.

Capacity will be determined by collaboration between the
treating team and delegated research staff, in compliance with the
National Health and Medical Research Council (NHMRC)
National Statement on Ethical Conduct in Human Research.!®
All research staff are experienced in assessing the capacity of people
with severe mental illness to provide informed consent. Ability to
provide informed consent will be overseen by the participant’s
treating psychiatrist.

Consumers will be excluded from the study if they are
experiencing acute psychiatric symptoms requiring immediate
hospital admission, have obesity induced by another endocrino-
logic disorder (e.g. Cushing syndrome, untreated hypothyroidism),
have had previous surgical treatment of obesity, have a current or
prior history with risk of relapse of a severe eating disorder, have
dietary allergies that preclude safe consumption of provided meals
or foods, or are living with someone who prepares meals for them.

Intervention procedures

The two dietary interventions will be: (a) pre-prepared meals (i.e.
Lite n’ Easy) and (b) meal kits (i.e. EveryPlate box with meal
ingredients and preparation and/or cooking instructions). These
two interventions were chosen on the basis of a review of options
for pre-prepared meals and meal kits available at the time in
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Australia, conducted by a dietitian, which was further discussed
with the research team.

All participants will receive 15 min in-person general nutrition
and food safety education by a nutritionist at baseline, including
hard copy resources on how to safely store and prepare food, how to
identify and follow ‘best before’ and ‘use by’ dates, and information
on healthy meal options aligned with the Australian Dietary
Guidelines (2013).7

The order of the three arms that each participant will receive
will be determined using a computer-generated randomisation
table by an independent biostatistician. The data analyst will be
blinded to randomisation to avoid bias, but the rest of the research
team will be unblinded. This will allow the research team to ensure
the timing of the ordering (dietary interventions) is aligned with the
participant randomisation arm.

Pre-prepared meals

Lite n’ Easy is a commercial company in Australia that produces
and delivers pre-prepared meals. Lite n” Easy was chosen owing to
the diversity of frozen meal options, delivery capability, dietitian
involvement in menu design, and access to comprehensive meal
nutrition information, and because it is an existing National
Disability Insurance Scheme (NDIS)-approved provider.

In Australia, the NDIS provides funding and support for people
with a disability, including those with schizophrenia. In certain
cases, where the illness (or disability) means planning meals and
following multi-step instructions is troublesome, the NDIS may
subsidise the delivery of pre-prepared meals for a period.

Meal kits

EveryPlate is a commercial company in Australia. EveryPlate was
selected as it provided the simplest recipes (four-step recipes)
using affordable, known ingredients with the least requirements
for existing pantry items or complex equipment compared
with other providers. Although not currently eligible as an
NDIS-subsidised meal option, meal kits were chosen as they
remove the complex steps of meal planning and grocery shopping
while also supporting the development of basic cooking skills with
step-by-step guides, making cooking with fresh ingredients a more
viable option.

For each dietary intervention phase, participants will receive
one meal daily, delivered weekly, for 4 weeks. A similar amount of
kilojoules (k]) will be provided per week by the meals, with Lite n’
Easy and EveryPlate meals approximately matched for k] content
(between 2600 and 2900 k] per meal). Meal ordering will be
conducted by a nutritionist and based on nutritional quality, ease of
preparation (meal kits) and participant food preference. Participant
food preferences, such as a preference for major protein sources
(meat, poultry, seafood or vegetarian), cuisines and spices, will be
collected at baseline, and participants will be encouraged to inform
the research team if their food preferences change or are not
appropriately reflected in the meal selection.
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Table 1 Schedule of visits and assessments

vistk 0 1 2345678910 1112 13
Screening Baseline
Assessments Week 0 172345678 9 10 11 12
Study period (12 weeks)
Screening and consent
Assessment of current medication X X X X X X X X X X X X X X
Informed consent X
Ongoing capacity X X X X X X X X X X X X X X
Inclusion and/or exclusion criteria X
Safety
Adverse events X X X X X X X X X X X X X
Clinical profiling
Demographics (e.g. age, gender, indigenous status, marital status, education, X
employment)
Medical history and medications (e.g. mental health conditions, physical health X
conditions, duration of illness)
PANSS total X
Physical activity (SIMPAQ) X
Trail Making Test X
CVLT-IIl short form X
Rey Complex Figure Test X
Tower of London X
GAF X
Feasibility
Food adherence®
Meal adherence X X X X X X X X X X X X
Meal wastage X X X X X X X X X X X X
Meal preparation difficulty X X X X X X X X X X X X
Acceptability survey® X X
Implementation of interventions (via semi-structured qualitative interview) X X X
Efficacy
Height X
Body weight (kg), BMI X X X X
Waist circumference and hip/waist ratio X X X X
Heart rate X X X X
Blood pressure X X X X
Dietary intake (24 h diet recall) X X X X
Quiality of life (SF-36) X X X X
Food insecurity (HFIAS) X X X X
Food knowledge, acquisition, and preparedness X X X X
BMI, body mass index; SF-36, Short Form Survey; HFIAS, Household Food Insecurity Access Scale; PANSS, Positive and Negative Syndrome Scale; SIMPAQ, Simple physical Activity
Questionnaire; CVLT-Ill, California Verbal Learning Test 3rd Edition; GAF, Global Assessment of Functioning.
a. Delivery of the two interventions and adherence to the instructions of both intervention options will not be completed for the control arm.
b. The acceptability survey will not be completed for the control arm.

Control

Participants in the active control phase will receive a weekly $100
AUD supermarket voucher for 4 weeks. This was chosen to ensure
study participant retention during the control arm and relatively
equal monetary value in each arm so as not to influence the food
security measure.

Trial visits, assessments and outcome measures

Study visits and assessments will follow the schedule outlined in
Table 1. The clinical measures will be undertaken by experienced
mental health clinicians trained in administering the study
measures and supervised by the research manager. Clinical
measures will be administered at the participant’s choice of either
the mental health clinic or their home residence.

The measures relevant to the primary objective of the trial (i.e.
assessment of feasibility and acceptability of two dietary inter-
ventions) will be collected through a checklist which participants
will be requested to complete daily during the 4 weeks of each
intervention arm and weekly for the control arm. To assist
participants with completing the dietary checklists, research staff
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will send SMS reminders to participants and collect the checklists
weekly.

This information will be complemented with data obtained
from: (a) a semi-structured interview, conducted after participation
in both dietary interventions and the control condition (week 12),
asking participants about their views and experiences of each
intervention; and (b) an acceptability survey, completed in week 3
to align with the 24-h diet recall visit.

Outcome variables
Clinical profiling
The following measures will be conducted at baseline to establish a

profile of the participant cohort and account for potentially
confounding factors.

(a) Demographics and medical history: participant age, gender,
indigenous status, marital status, education, employment,
smoking status, current mental and physical health diagnosis,
duration of illness, length of time spent in a mental health
rehabilitation setting and current medications.
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(b) Positive and Negative Symptom Scale: subscales including
positive, negative and general psychopathology, a widely
used scale for measuring symptom severity of people with
schizophrenia.'®

(c) Simple Physical Activity Questionnaire: a five-item ques-
tionnaire developed as a clinical tool to assess physical
activity and sedentary behaviour in people living with
mental illness, using an interview format to provide a
snapshot of a 24-h period estimate of time in bed, minutes
of structured exercise participation, and incidental or non-
structured physical activity.'?

(d) Trail Making Test: a neuropsychological test of attention,
sequencing, cognitive flexibility, visual scanning, processing
speed and motor function. The test can provide information
about a person’s ability to alternate attention or shift
mental set.”

(e) California Verbal Learning Test brief form: a brief screening
measure of episodic verbal learning and memory, which
demonstrates sensitivity to a range of clinical conditions.?!

(f) Rey Complex Figure Test and Recognition Trial: captures
information about five domains of neuropsychological
functioning. Visuospatial recall memory and recognition
memory are the primary reasons to give this measure.??

(g) Tower of London: a neuropsychological measure of
planning ability that is widely used in clinical and research
contexts.”

(h) Global Assessment of Function: a numeric scale (1 to 100)
used by mental health clinicians and physicians to rate
subjectively the social, occupational and psychological
functioning of adults.?*

Feasibility

Feasibility will be determined by self-reported: (a) meal adherence,
(b) meal wastage and (c) meal preparation difficulty using a
dietitian-designed daily checklist (Supplementary File 1 available at
https://doi.org/10.1192/bjo.2025.10070) to record consumption of
pre-prepared meals or meal kits as intended.

Acceptability

Acceptability will be determined by recruitment rate and retention,
completion of the acceptability survey and semi-structured
qualitative interviews. The acceptability survey will determine the
participants’ perceived acceptability of each meal intervention using
a nine-item, five-point Likert scale survey (Supplementary File 2),
with each item aligned with a validated construct of acceptability
from the Theoretical Framework of Acceptability.? In addition, the
participant will be given an opportunity to provide a short open-
ended clarification for each score. The semi-structured interviews
will explore participant experience of and preference for each
intervention, questions informed by the Acceptability of
Intervention Measure, Intervention Appropriateness Measure,
and Feasibility of Intervention Measure.?® In addition, participants
will be asked to rank all three arms of the study in order of
preference.

Efficacy

Secondary outcome measures (i.e. exploration of the preliminary
efficacy of two dietary interventions) will be assessed at the start
(baseline) and at the end of each 4-week block, except for dietary
intake, which will be assessed at baseline and week 3 of each arm
(a time frame chosen to reduce participant burden in week 4).
Exploratory efficacy will be evaluated using the following measures.
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Physical health measures: weight will be recorded to the nearest
0.1 kg with calibrated Ade M322600 portable scales, with the same
pair of scales used throughout the trial. Height, without shoes, will
be measured using a tape measure mounted on the wall, with an
accuracy of 0.1 cm. BMI will be calculated as weight (kg)/height
(m?). Waist circumference will be measured halfway between the
lower border of the ribs and the iliac crest in a horizontal plane.
Hip circumference will be measured around the widest portion of
the buttocks in a horizontal plane. Both measures will be to the
nearest 0.5 cm using a non-stretchable measuring tape. Participants
will be asked to remove belts or garments that may change the
shape of their bodies. Where possible, the same research staff will
take measurements for a participant at baseline and follow-up time
points for consistency. Waist-to-hip ratio will be calculated as waist
circumference (cm) divided by hip circumference (cm). Systolic
and diastolic blood pressure will be measured manually at all visits
using an EliteCare Traditional Sphygmomanometer (accuracy:
0.5 mm Hg) on the left arm while sitting. Participants will be asked
to avoid caffeine, smoking and physical activity for 30 min before
the measurements. Pulse will be recorded after 5 min of seated rest.

24-h multi-pass dietary recall: a five-phase face-to-face
assessment of dietary intake conducted by a nutritionist or
dietitian. The participant is guided to iteratively provide detail
about each food and drink consumed within the previous 24-h
period (modelled on the US Department of Agriculture’s
Automated Multi-Pass Method.?’). The 24-h recall will be entered
into FoodWorks Online Professional (version 2, Xyris, Brisbane,
Australia) for nutritional analysis including energy, macronutrient,
sodium, and core and discretionary food group intake.

Short Form 36 Health Survey: a self-rated survey, validated for
people with schizophrenia,”® measuring overall quality of life and
covering general health, activity level, and emotional and somatic
complaints with associated disability. The measure produces two
component scores: the physical component summary and mental
component summary. A high score represents a more favourable
health state; the lowest and highest possible scores are 0 and 100,
respectively.?’

Household Food Insecurity Access Scale (HFIAS): a nine-
question food security measurement tool, assessing feelings or
behaviour around food anxiety, food quality and food quantity over
the previous 30 days.*® The HFIAS has been used in several
countries and appears to distinguish food-insecure from food-
secure households across different cultural contexts. The informa-
tion generated by the HFIAS can be used to assess the prevalence of
household food insecurity (access component) and to detect
changes in the food insecurity situation of a population over time.*!

Food knowledge, acquisition and preparedness: a self-
administered quantitative questionnaire will be used to assess
cooking confidence (self-efficacy) and cooking and eating
behaviours. Cooking confidence (self-efficacy) is evaluated using
five questions that assess participants’ confidence in cooking skills
necessary for basic home cooking. These skills are rated on a scale
from 1 to 5, with 1 representing ‘not at all confident’ and 5
indicating ‘extremely confident’. An overall confidence score is
calculated by summing the individual item scores.

Cooking and eating behaviours will be evaluated using six
questions. Frequency of cooking the main meal from basic
ingredients, frequency of eating ready-made meals, and frequency
of eating vegetables with the main meal are measured on a scale
from 0 (never) to 7 (daily); daily vegetable intake is measured on a
scale from 0 (no servings per day) to 6 (six or more servings per
day); and number of servings of fruit per day and frequency of
eating takeaway meals are measured from 0 (never) to 5 (five or
more times per week).*
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Table 2 Primary outcome measures and criteria for success

Feasibility Intervention Data Collection method Success criteria
Meal adherence Pre-prepared meals Proportion of pre-prepared meal eaten. Checklist Half or more of the meal was eaten
>80% of the days.
Meal kit Did you follow the recipe? Checklist Recipe followed at least 50% of time
Did you split the recipe into two servings? (six of 12 recipes).
Did you eat the prescribed portion of the Of recipes attempted, food split into
meal kit meal today? two meal servings 100% of time.
Half or more of the meal serving was
eaten >80% of the days.
Control Proportion of voucher spent on food? Checklist 3 of 4 weeks ‘all’ voucher spent on
food.
Meal wastage Pre-prepared meals If prepared meals were uneaten,— what Checklist Of meals prepared, some or all food
happened to leftovers? ‘went in bin/remained uneaten’
<25% of the time.
Meal kit If recipe not followed what happened to Checklist For each kit, unused ingredients
unused ingredients? went in the bin or remained
uneaten <1 time.
If unused ingredients at end of week, what Checklist For each kit, unused ingredients
happened to them? went in the bin or remained
uneaten <1 time.
If you didn't eat all of your meal portion, Checklist Of recipes prepared, some or all food
what happened to the leftovers? went in the bin or remained
uneaten <25% of the time.
Food preparation Pre-prepared meals How difficult was the meal preparation? Checklist Considered easy or moderate >80%
difficulty of the time.
Meal kit How difficult was the meal preparation? Checklist Considered easy or moderate >80%
of the time.
Control How difficult was meal preparation this Checklist Considered hard more frequently
week? than in either meal provision
group
Acceptability Pre-prepared meals Participants preference for using each Semi structured Ranking of two options for meal
and meal kit meal option interview provision.
Open-ended question
Pre-prepared meals Participants rating of acceptability across  Acceptability >4 in >70% of participants (feasible),
and meal kit nine items. survey 55-69% participants (risks
identified), <55% participants (not
feasible)

Data management

Data will be collected and stored according to Good Clinical
Practice. A screening log will be used to track potential participants,
consent, eligibility, withdrawals and completion as per the
Consolidated Standards of Reporting Trials requirements.*®
De-identified, hard copy case report forms (CRF) with question-
naires and clinical data will be stored securely at the research team
site. CRF data will be entered into REDCap, a secure web-based
application, and exported into statistical analyses software (IBM
SPSS version 29).

Owing to this being a pilot trial, no data management
committee is required. All adverse events and serious adverse
event data will be reported to all study investigators, who will jointly
decide whether a stopping procedure should be instigated.

Data analyses

Basic tabular descriptive statistics will include sample size for each
group, range of scores, means, standard deviations and coefficient
of variations for continuous variables with reasonably symmetrical
distributions, or median and interquartile range for highly skewed
variables. Differences in baseline mean symptom severity (mea-
sured with the Positive and Negative Symptom Scale and Global
Assessment of Function) will be assessed across the three groups
using unstandardised mean differences.

Primary outcome measures will be assessed against predeter-
mined criteria for feasibility and acceptability as listed in Table 2.
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Primary and secondary outcomes will be assessed using ¢-tests and
Mann-Whitney U-test for continuous variables. Categorical
variables will be assessed using chi-squared tests by comparing
the baseline scores for all participants randomised to one arm with
end-point scores (at week 4) of all participants for that arm and in
the same way for the other two study arms. This within-
intervention analysis will then be extended to compare the same
outcomes across the three arms using analysis of variance. Potential
confounders such as gender, age, physical comorbidities and BMI
will be considered.

Correlations between cognition scores taken during baseline
clinical profiling and indicators of capacity to prepare meals, such
as self-reported meal preparation difficulty, will be explored using
Cronbach’s alpha.

Qualitative interviews will be recorded and transcribed by the
research staff. The qualitative interview data will be analysed using
a reflexive thematic analysis** approach in NVivo 14. D.J. and U.A.
will familiarise themselves with the data by reading and discussing
responses. D.J. and U.A. will take both inductive and deductive
approaches by exploring responses while organising them around
three quantitative questions related to acceptability and feasibility.
Twenty per cent of responses will be jointly coded to develop a
thematic framework, after which D.]. will code the remainder of
responses. D.J. and U.A. will iteratively review and define themes
using triangulation of data with other measures. All authors will be
involved in producing the final report and will review and discuss
the themes.
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Participant safety

Participation in this trial is low risk as consuming pre-prepared
meals or preparing meals with fresh ingredients is deemed safe.
Participants are screened for any known allergies before consenting,
and reasonable food preferences will be catered. There are risks that
are associated with participation in any trial (confidentiality breach,
discomfort answering research questions, no benefit from the
intervention product; see the supplementary material for detailed
risks). A risk identification, evaluation and management plan
(Supplementary File 3) will be used to ensure that risks and
uncertainty are appropriately managed for the duration of
the study.

Ethics and dissemination

The authors assert that all procedures contributing to this work
comply with the ethical standards of the relevant national and
institutional committees on human experimentation and with the
Helsinki Declaration of 1975, as revised in 2008.3> All procedures
involving human participants and/or patients were approved by
Metro South Human Research Ethics Committee (HREC/2023/
QMS/99814). All study participants will be assigned a unique
identifier, and no identifying information is to be entered by the
research team on any CRF, document or biological specimen. The
research team will not disclose the identity of any research
participant to a third party, unless permitted or required by law.
The research team will retain study documentation for at least
15 years or the maximum time frame as determined by local
regulations, whichever is the longest. Audio recordings will be
destroyed according to the local Health and Hospital Service
destruction policies upon completion of the project.

Participants that have experienced adverse events (e.g. injuries
related to cooking and/or food preparation that require first aid or
health professional attention) during the trial will be monitored
until resolution and/or we will liaise with the treating team to
optimise ongoing care as appropriate. If any participant experiences
a post-study adverse event that is deemed related to the
intervention, this will be managed until completely resolved.
Study findings will be disseminated through peer-reviewed
publications and conference presentations.

Discussion

Dietary interventions for people living with
schizophrenia

Dietary interventions, often provided as part of broader lifestyle
interventions, have proven effective for metabolic outcomes post-
intervention for people living with schizophrenia.’® However,
dietary counselling and education interventions may not be
appropriate and sustainable for all people living with schizophrenia
as a sole intervention.

The provision of pre-prepared meals and/or meal kits to the
person’s home may bypass frequent barriers to healthy eating, such
as reduced motivation®” and non-attendance at appointments,*
a lack of access to adequate nutritious foods stemming from
financial constraints,” social exclusion and stigma,® difficulties in
grocery shopping® and/or barriers to using foods at home owing to
inadequate food storage and cooking facilities, and cognitive
barriers related to planning and preparing nutritious meals.'® Long-
term reliance on pre-prepared meals or meal kits may diminish a
person’s independence over time by reducing opportunities to
develop or maintain skills such as meal planning, grocery shopping
and, in the case of pre-prepared meals, cooking. Independence and
sense of agency should be included as outcomes in larger trials.
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Further, a participatory approach to developing implementation
strategies for nutrition programmes that potentially involve food
provision will help to manage these risks strengthening the
translation of study findings into diverse real-life settings.

Potential for real-world impact

Our planned trial is timely, and, although its findings may inform
practice, its primary purpose is to inform the design of RCTs that
aim to assess interventions for metabolic health in people living
with severe mental illness such as schizophrenia. Specifically, this
study is intended to optimise trial protocols for both dietary and
drug interventions by identifying how best to implement dietary
interventions and/or maintain diet stability or security during drug
interventions whereby variation in dietary intake may affect
outcomes.

In Australia, there is potential for this study to affect insurance
policy for individuals whose illness or disability makes meal
planning and following multi-step instructions challenging. The
NDIS covers 70% of meal costs for those with long-term disabilities.
However, a lack of research in this area means current access and
options are limited. This study contributes to the currently very
limited scope of scientific evidence regarding the provision of meals
and/or meal kits as an intervention for people with schizophrenia. It
has the potential to build evidence on more appropriate and feasible
meal provision for a population group that experiences some of the
most adverse diet-related health outcomes globally.

Limitations

A key limitation of this study is that as a pilot, it is not adequately
powered to detect clinical efficacy. In addition, the nature of the
intervention prevents blinding of participants and research staff to
the diet intervention or control arm. To reduce any potential
impact on study outcomes, participants and their treatment teams
are informed of their next intervention 1 week before it begins.
Although this lack of blinding may have some effect, it is unlikely to
significantly influence our primary outcomes. All participants will
experience both interventions and the control condition, providing
an appropriate scenario to assess the feasibility and acceptability of
the intervention, as well as the design needs for a well-powered
efficacy study and subsequent implementation studies.
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