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Abstract

Objective: This study aimed to conduct a randomised pilot trial to assess the feasibility of an
RCT to investigate the effect of telephone-guided self-help for the treatment mental health
difficulties in children with neurological conditions.

Design: Preliminary Randomised Controlled Trial. The primary outcome measure was the
Strengths and Difficulties Questionnaire.

Setting: Neurology clinics in a national tertiary paediatric hospital.

Patients: Young people attending neurology clinics who met criteria for mental health
difficulties according to the Development and Wellbeing Assessment (DAWBA).
Interventions: 12 weeks of telephone-delivered telephone-guided self-help based on a
modular approach to psychological therapy for children (n=17; 8 males; mean age 12.04
years, SD 3.34) or a waiting list for telephone-guided self-help with no additional
intervention over 12 weeks (n=17; 9 males; mean age 10.53 years, SD 3.14).

Results: 47% of patients screened met diagnostic criteria for a mental health disorder. 65%
of those randomised to the intervention arm completed the full intervention and the
intervention was acceptable to those completing it. However, there were significant problems
related to lack of data completion (38% data loss for primary outcome measure), choice of
control comparator and outcome measures. Due to significant loss of data to follow-up, the
effect size findings are considered unreliable.

Conclusions: Further feasibility work should be conducted to improve data completeness
before progression to a definitive trial of guided self-help for mental health problems in

children with neurological conditions can be recommended.



Despite the high prevalence of mental health disorders in children and young people with
neurological conditions and associated adverse outcomes, they are frequently not detected or
effectively treated®. For example, in epilepsy (the largest patient group covered by paediatric
neurology?) the proportion of children with mental health problems who are in receipt of any
mental health care has been estimated at between only 20% and 50%3%* and parents of
children with epilepsy are more likely to report unmet need for mental health services than
those of children without epilepsy®. As such, there are increasing calls for routine screening
for mental health problems in children with epilepsy®. Researchers have also recommended
routine mental health assessment and treatment for children with Cerebral Palsy and
neurovascular conditions due to the high prevalence of mental health disorders in these
groups’® and nationally, there is an increasing drive to integrate physical and mental
healthcare across all chronic illnesses™®.

Guided self-help interventions can be convenient methods of delivering therapy for
families and for services and are now a recommended first-line treatment for a number of
mental health difficulties in adults and children***2, They are low cost, more accessible and
similar in efficacy to face-to-face treatment in children and young people with mental health
disorders®®. Such remotely delivered approaches may be particularly beneficial in the context
of the current pandemic. Whilst guided self-help and standard face-to-face therapy have
demonstrated equivalence in children and young people, this has not been shown specifically
for children with mental health needs in the context of neurological conditions; indeed, there
has been very little investigating mental health intervention for children with neurological
conditions using any evidence-based treatment**°, It is important to ensure that future trials
investigating the efficacy of guided self-help for children with neurological conditions are
feasible with regards to both study processes and intervention. In particular, it is important to

determine the feasibility of recruitment and data collection in paediatric services given



families have numerous existing demands on their time, and the feasibility of intervention
given the lack of literature on the effectiveness and acceptability of mental health
interventions for this group. This study therefore aimed to conduct a randomised pilot trial to
assess the feasibility of an RCT to investigate the effect of telephone-guided self-help for the
treatment mental health difficulties in children with neurological conditions. In line with
guidance on feasibility and pilot trials,'® the objectives were to investigate the following:
1. Whether the components of the study worked effectively together, including
recruitment procedures, data collection procedures and intervention procedures
2. Recruitment and retention rates: can patients be recruited and what proportion go
on to complete the intervention and measures?
3. The acceptability to young people and families of the study design and the
intervention

4. The preliminary expected effect size for the primary outcome measure

Method
The published protocol for this pilot study is available!’. The study was registered with the

Current Controlled Trials register ISRCTN21184717).

Intervention

Telephone-delivered Guided self-help (GSH) arm

The telephone-delivered guided self-help was based on the Modular Approach to
Therapy for Children with Anxiety, Depression, Trauma, or Conduct Problems (MATCH-
ADTC!). Adaptations were made for delivery in a self-help format, in which worksheets
were sent to participants prior the session and support was provided through 10 weekly 30-

minute telephone calls delivered within 12 weeks. The intervention was delivered to the



parents and/or young person depending on presenting difficulty, age and intellectual ability.
Waiting-List Control (WLC) arm
Children were on the waiting list for 12 weeks and did not receive any psychological
intervention during this time. At the end of the 12 weeks, they completed the SDQ and then

received the telephone-guided self-help intervention for 12 weeks.

Measures

All outcome measures were parent-reported. The primary outcome measure was the
Strengths and Difficulties Questionnaire (SDQ) total*®2%- a 25-item psychometrically robust
questionnaire used for the identification of common mental and behavioural symptoms in
young people. After the intervention, parents also completed the Experience of Service
Questionnaire (ESQ?Y) - comprising 12 items investigating experience of service (e.g. ‘I was
treated well by the people who have seen my child’) rated on a three-point scale (not true,
partly true, certainly true). Additional measures are reported in a supplementary document,

which details all secondary outcomes and results and discussion of these measures.

Procedure

The study implemented a routine voluntary screening programme within paediatric
neurology clinics at a national paediatric hospital. Information leaflets regarding the study
were mailed to families of children aged 3-18 together with their clinic appointment
information. Families who were in the clinic waiting room were then approached by a
research assistant regarding the study. Those providing informed consent were then asked to
complete the parent-report SDQ on a tablet. This was scored automatically. Those reaching a
pre-specified threshold (a combination of raised symptom score - >14 out of a maximum of

40, which is a score in the ‘slightly raised’ range or higher; and raised impact score - >2 out



of a maximum of 10 indicating a score in the ‘high’ range or above??) were invited to proceed
to completing the full Development and Wellbeing Assessment (DAWBA)? at home and
given instructions for accessing this. The DAWBA is a package of interviews, questionnaires
and rating techniques designed to generate ICD-10 and DSM-IV or DSM-5 psychiatric
diagnoses on 5-17 year olds and available for parents to complete independently online.
These procedures are detailed further in a paper reporting on the identification of mental
health difficulties in paediatric neurology clinics®.

Children were excluded if (1) they had an intellectual disability at a level meaning that
parents felt that the screening measures did not apply to them, (2) there were high levels of
risk (for example suicidal intent), (3) they had a mental health disorder other than depression,
anxiety, or disruptive behaviour which required immediate treatment (e.g. psychosis), (4),
they were undertaking frequent on-going psychological treatment for an emotional or
behavioural problem, or (5) the parent/carer was unable to speak/understand English
sufficiently well to access the screening assessments and interventions.

Participants experiencing impairing symptoms of mental health disorder according to the
DAWBA were randomised to: (a) telephone-delivered guided self-help for their emotional or
behavioural difficulties over 12 weeks (GSH group) or (b) remaining on the waiting list for
telephone-delivered guided self-help with no additional intervention over 12 weeks (waiting
list control group). Stratified by primary mental health disorder
(anxiety/depression/disruptive behaviour disorder), participants were randomised 1:1 to
treatment arm using random blocks of three/four created by www.sealedenvelope.com. An
independent researcher who was not otherwise involved in the assessment procedure held and

provided the randomisation codes.



The associated identification study was funded for 12 months and we aimed to recruit
at least 18 participants based on estimated screening rates and retention rates in this time

period>,

Data analysis

Data associated with the four study objectives were analysed as follows:

1. Whether the components of the study worked effectively together
Time taken to complete primary outcome measure, average length of support sessions,
adherence to the intervention protocol and study protocol deviations were recorded. Therapist
adherence to the intervention protocol was assessed by trained independent raters using a
bespoke adherence measure. Treatment completion was calculated as the percentage of
participants in the GSH group completing 9 or 10 sessions.

2. Recruitment and retention rates
We obtained descriptive estimates of the number of eligible participants, number consenting,
numbers completing the intervention and numbers completing the outcome measures at each
time point.

3. The acceptability to young people and families of the study design and the

intervention

The mean score for the ESQ Satisfaction with Care subscale was calculated.

4. The expected effect size for the primary outcome measure
Treatment groups were descriptively compared on all baseline measures. Difference scores
were based on the mean change in scores between baseline and 12-week post-baseline
assessment scores on the SDQ; these were converted into standardised effect sizes (Cohen’s
d). It was originally planned that these would be based on Intent to Treat data using Multiple

Imputation, but only completer data was analysed due to the high proportion of missing data.



Ethics
The study received ethical approval from the Camden and Islington Research Ethics
Committee (registration number 14.L.0.1353). Written informed consent for participation was

obtained from participating young people and their families.

Results

1. Whether the components of the study worked effectively together

There were no significant adverse events. The SDQ took less than 10 minutes for participants
to complete. Regarding protocol deviations, many participants completed either the 12 or the
16-week post-baseline measures. Therefore, these have been amalgamated into one ‘post’
score (T2; presented in figure 1). The 12-week post-baseline measure was used where
available, with the 16-week post-baseline score replacing this value if it was missing. This
“T2” measure was completed an average of 110 days (15.75 weeks) following baseline (T1).

T3 refers to those completed 24 weeks postbaseline.

The average length of sessions 1-10 of the 175 recorded treatment sessions was 34
minutes (SD =5 minutes). All participants were considered to have received sessions that
adhered to the protocol and no major ‘off-protocol’ content was noted.

2. Recruitment and retention rates

Figure 1 outlines the flow of participation through the study, based on completion of
the primary outcome measure (parent-completed SDQ). 675 families were approached in
clinic, of whom 419 consented to take part in the screening study. 406 of these completed the
SDQ. 232 of those completing the SDQ met the threshold for continuation and were invited
to complete the DAWBA.. 124 participants completed the DAWBA and 34 people were

entered into the trial. Seventeen participants were randomised into each arm. Participant



characteristics are outlined in Table 1. A greater proportion of children in the WLC arm had
symptoms of, or met diagnostic criteria, for Autism Spectrum Disorder compared to those in
the GSH group (65% vs. 35%, respectively). The number of psychiatric diagnoses per
participant ranged from 0-3. The median number in the telephone-guided self-help arm was 1
(range 1-3; IQR = 1) and in the Waiting List Control arm was 2 (range 0-3; IQR = 1).
23 participants (68%) completed the intervention (11 in the intervention arm (65%) and

12 in the WLC arm who subsequently were offered the intervention (71%)). Three of the
participants who discontinued the intervention were later contacted through an associated
qualitative study and reported that they prematurely ended the intervention due to not finding
it helpful (n=1), lack of rapport with the therapist (n=1) and finding the intervention to be too
much work (n=1)%,

Seven out of the 17 participants in the GSH arm and 14 of the 17 participants in the
WLC arm completed the SDQ at T2. 7 of the 17 participants in the GSH group completed
the SDQ at T3.

3. The acceptability to young people and families of the study design and the

intervention

The mean ESQ score for the satisfaction with care subscale was 16.875 (SD
=1.26; range 14-18) out of 18 in the 16 participants who completed it following the
intervention, indicating a high level of satisfaction??.

4. Expected effect size of the primary outcome measure

The means and standard deviations for those randomised in the trial who completed
the SDQ at both time-points are summarised in Table 2. The mean SDQ Total scores for the
GSH fell 2.72 points from 21.43 (SD = 3.26) at T1to 18.71 (SD = 2.14) at T2, demonstrating
improvement in symptoms. Those in the WLC fell 2.78 points from 22.07 (3.69) to 19.29

(SD =4.70), also demonstrating improvement. This represents a between groups difference in



T1-T2 change of 0.06 SDQ points in favour of the WLC. The between groups difference at

T2 was 0.58, in favour of the GSH arm (Cohen’s d effect size 0f 0.16, 95% CI [-0.90;1.20]).

Discussion

This study aimed to conduct a randomised pilot trial to assess the feasibility of an
RCT to investigate the effect of telephone-guided self-help for the treatment mental health
difficulties in children with neurological conditions. Overall, the results suggest that further
research examining different outcomes, recruitment pathways and control groups is needed
before proceeding to a full-scale trial of this guided self-help intervention.

There was significant interest in the study from parents and young people, reflected in
the high uptake of the initial screening. It appears that this high uptake is needed to ensure
throughput into the final study, as a number of participants were lost to follow-up following
each stage of the screening process. The availability of time, space and/or equipment for
families to complete the online DAWBA may be a limitation of this approach. The vast
majority of patients in the trial were those with epilepsy, reflecting the greater numbers of
patients in neurology clinics with epilepsy compared to other neurology clinics. A more
targeted process, for example through referrals directly from the physical healthcare team,
may result in a higher percentage of those consenting to the overall study going on to
complete the intervention.

The families completing the measures and intervention found these to be acceptable
according to the Experience of Service Questionnaire but little data were collected from those
who did not complete the intervention and/or measures. 65% of GSH participants completed
the full intervention but almost 40% did not complete the primary outcome. The high
proportion of missing data and amalgamation of the 12-week follow-up and 16-week follow-

up data requires consideration prior to further trials and means that effect size data are
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considered unreliable. Data loss of a maximum of 20% would be needed to proceed to a
definitive trial?”. The high proportion of missing data may be due to this group of parents
having multiple stressors and the remote method of intervention delivery and data collection.
Focus groups with families may help to identify measures and methods of data collection that
capture the necessary information without over-burdening families. 1t may be that an
intervention with more therapist input, fewer measures and simpler methods of remote data
collection would have lower attrition?. Future studies may also benefit from teacher-rated
measures, or measures blinded to the participant’s status. These findings have informed
subsequent related studies, with greater measure completion rates?3:2%:30,

The within group effect size for the SDQ total was large but the overall between
groups effect size was small (below 0.2) as symptoms also improved during the WLC period.
One reason for the decrease may be that completion of the in-depth diagnostic interview
(DAWBA) was therapeutic, particularly as this was often the first time that any of the
patients had received any assessment for their mental health. It is possible that changes reflect
regression to the mean, particularly given the slightly higher baseline SDQ scores for the
WLC arm. The improvement in SDQ total in the WLC may also be an anomaly due to the
small sample size and very high proportion of missing data, which means the effect sizes

calculated are unreliable.

The learning from this study should be used to inform future research of this
telephone-delivered self-help intervention for children and young people with neurological

conditions.
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What is already known on this topic
e Despite the high prevalence of mental health disorders in children with neurological
conditions and associated adverse outcomes, they are frequently not detected or

effectively treated.
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e Guided self-help is a convenient way to increase access to therapy and recommended
first-line treatment for several mental health difficulties in adults and children.

e Guided self-help and telephone-delivered interventions may have particular value
within a paediatric setting in order to avoid repeated travel to the clinic for face-to-

face appointments.

What this study adds

e The learning from this study should be used to inform future research of this
telephone-delivered self-help intervention for children and young people with

neurological conditions.

e The findings indicate issues related to study design, including choice of outcome
measure, methods of data collection, intervention and control group.

e Further research considering the therapeutic value of assessment, recruitment
strategies and appropriate outcome measures for remotely delivered studies in

children and young people is needed.
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Table 1. Baseline demographics of GSH and WLC groups.

GSH(n=17) WLC(n=17) Total (n=34)
Male (%) 8(47.1) 9 (52.9) 17 (50.0)
Median Age, y (min — 11.19 (7.42 - 9.63 (7.33 - 11.28 (3.3)
max; IQR) 18.16; 5.28) 16.11; 5.56)
Additional diagnoses Intellectual Disability 7 (41.2) 7 (41.20) 14 (41.2)
(%)
Autism (%) Diagnosis 3(17.7) 9 (52.9) 12 (35.3)
Symptoms 3(17.7) 2 (11.8) 5 (14.7)
No 11 (64.7) 6 (35.3) 17 (50.0)
ADHD (%) Diagnosis 3(17.7) 3(17.7) 6 (17.7)
Symptoms 1(5.9) 0 (0.00) 1(2.9)
No 13 (76.5) 14 (82.4) 27 (79.4)
Median number of 1(1-3;1) 2(0-3;1) 2(0-3;1)
mental health disorder
diagnoses, including
ASD and ADHD (min-
max; IQR)
Primary neurological Epilepsy (%) 15 (88.2) 15 (88.2) 30 (88.2)
diagnosis
Other (%) 2 (118) 2 (11.8) 4 (11.8)
Primary mental health Anxiety (%) 5 (29.4) 6 (35.3) 11 (32.4)
disorder
Depression (%) 1(5.9) 2(11.8) 3(8.8)
Disruptive behaviour 11 (64.7) 9 (52.9) 20 (58.8)

(%)

18



Table 2. Scores on pre-post measures for GSH and WLC group at T1, T2 and follow-up for

those with complete pre and post-measures

T1 T2 T3 Within group pre- Within group Between group at
post pre-FU post
Cohen’s d (95% Cohen’s d (95%  Cohen’s d (95%
Cl) Cl) Cl)

SDQ Total  GSH Mean 21.43 1871 1829 0.95(-0.25;2.09)  1.12(-0.13-23)  0.16 (-0.9;1.20)
(n=7)  sD 3259 2138 2.138
WLC  Mean 2207 1929 N/A  0.74(-0.06;1.52)
(n=14) sb 3.689 4.697
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Figure captions

Figure 1. CONSORT based on completion of the primary outcome (parent completed SDQ).
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