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Abstract

Background: Inflammatory bowel diseases [IBD] are chronic and pervasive conditions of the gastrointestinal tract with a rising incidence in
paediatric and young adult populations. Evidence suggests that psychological disorders might be associated with relapse of disease activity.
This study aims to evaluate the efficacy of short-term psychodynamic psychotherapy [STPP] in addition to standard medical therapy [SMT] in
maintaining clinical remission in adolescents and young adults [AYA] with quiescent IBD, compared with SMT alone.

Methods: A two-arm, single-centre, randomised, controlled trial was conducted in 60 IBD AYA in clinical remission. Patients were randomised
to receive an 8-week STPP + SMT [n = 30] or SMT alone [n = 30]. The primary outcome was the steroid-free remission rate at 52 weeks after
treatment. Secondary outcomes included the overall hospitalisation rate within 52 weeks after treatment, and medication adherence obtained
from patient’s electronic medical records.

Results: Intention-to-treat analysis showed significant improvement in maintaining disease remission rates in the 8-week STPP + SMT group
compared with the control one. The proportion of patients maintaining steroid-free remission at 52 weeks was higher in patients in STTP group
[93.1%] compared with patients randomised to control group [64.3%; p = 0.01]. There were no significant differences in secondary outcomes,
except for depression reduction in STPP + SMT group.

Conclusions: An 8-week STPP intervention in addition to SMT effectively increases the steroid-free remission rates in AYA with quiescent IBD.
Results do not support effects for other secondary outcomes, except for depression reduction.
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1. Introduction Furthermore, recent observational data suggest a substantial
brain-gut axis disorder in IBD, highlighting the need to inte-
grate psychological treatments into a biopsychosocial model
of care for IBD to improve the natural history of the disease.*

There are several available research studies evaluating the
role of short-term psychodynamic psychotherapy [STPP] in
addition to standard medical care in inflammatory bowel
syndrome.>® Psychodynamic approach focuses on uncon-
scious processes that influence patient’s behaviour. The goals
of psychodynamic therapy are client self-awareness and
understanding of the influence of the past on present behav-
iour. Unlike other forms of psychotherapy, psychodynamic
therapy focuses on emotional awareness and defences ana-
lysis. The relationship between therapist and patient is used as
a window into problematic relationship patterns in patient’s
life. Furthermore, STPP is shorter and more focused, and it is
delivered face to face.” Several studies suggest that patients

Inflammatory bowel disease [IBD] is a chronic inflammatory
disorder that includes Crohn’s disease [CD] and ulcerative
colitis [UC], two inflammatory conditions of the gastrointes-
tinal tract characterised by periods of active inflammation
followed by periods of clinical remission. These disorders
are often diagnosed in adolescence and young adulthood,
and present intestinal symptoms such as weight loss, abdom-
inal pain, and bloody diarrhoea, or extra-intestinal symp-
toms such as poor growth, anaemia, or other extra-intestinal
manifestations.'

Recent studies described a temporal relationship between
the presence of anxiety and depression, and the onset of clin-
ical disease activity, in a large cohort of IBD patients.? Other
studies have also suggested an association between active
disease and the onset of psychological comorbidity over time.?
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who received STPP reported more symptom relief than those
who received only medical treatment, and these group dif-
ferences persisted both at 3-month and 1-year follow-ups.
However, there is only one study evaluating STPP as an add-
itional treatment to standard medical care in IBD adult pa-
tients, reporting a trend toward fewer surgical procedures and
fewer relapses in the intervention group.® The application of
STPP in addition to standard medical care showed encouraging
results in other chronic health conditions. For instance, indi-
viduals with diabetes were able to achieve clinically relevant
improvements in glycaemic control through additional STPP,
compared with standard care alone.” Furthermore, recent
studies demonstrated that STPP improved depressive symp-
toms and fatigue in patients with breast cancer.!®!!

The primary purpose of this randomised controlled trial
was to examine the efficacy of STPP in addition to standard
medical therapy [SMT] to maintain clinical steroid-free re-
mission in adolescents and young adults [AYA] with quies-
cent IBD, when compared with SMT alone. In addition, we
examined improvements in health care use and adherence [ie,
secondary outcomes] in patients following STPP, when com-
pared with the controls.

2. Patients and Methods

2.1. Study design

This is a randomised controlled trial [RCT] of all IBD con-
secutive adolescents and young adults [aged between 11 and
21 years] followed at Bambino Gesu Children’s Hospital of
Rome, who were in clinical remission at the time of recruit-
ment. The study period, from the recruitment to the comple-
tion of follow-up, was from September 2021 to December
2022. A paediatric gastroenterologist screened patients for
eligibility. Based on this screening procedure, patients with
IBD in clinical remission who fulfilled eligibility criteria re-
ceived an information letter and an informed consent form,
as well as a short sociodemographic questionnaire. Those
patients who were able to understand and provided written
informed consent were included in the study. Patients were
randomised into an intervention group receiving STPP in
addition to SMT and a control group receiving SMT alone.
Assessments in both groups were performed before random-
isation [baseline] and directly after 52 weeks after the inter-
vention period [approximately 1 year after baseline]. This
study was approved by Bambino Gesu Ethics Committee
[protocol no. 2857] and conducted following the principles
of the Declaration of Helsinki. The trial was registered on the
ISRCTN registry [[SRCTN24678005]. Informed consent was
obtained from all the participants and their legal guardians.

2.2. Participants

Patients were eligible for inclusion if they had a diag-
nosis of either CD or UC, as confirmed by endoscopic
examination and according to the Porto criteria.'?> The
main selection criterion was the presence of IBD in clin-
ical remission at the time of recruitment. Clinical remis-
sion was defined as a Paediatric Crohn’s Disease Activity
Index [PCDAI|" score < 10 for patients with CD and as
a Paediatric Ulcerative Colitis Activity Index [PUCAI]*
score <10 for patients with UC. Eligible patients were aged
between 11 and 21 years, similarly distributed according to
gender, able to read, write, and speak Italian language, and

without expectation of surgery in the upcoming 3 months.
Exclusion criteria were severe, cognitive, neurological, and
psychiatric co-occurring conditions that could interfere
with patients’ participation. Other exclusion criteria were
inability to provide informed consent and receiving psycho-
logical treatment or psychotropic medication at the time of
recruitment [or other psychotropic medication <2 years be-
fore recruitment]. The latter was implemented to minimise
possible confounding by other psychological/pharmaco-
logical treatments.

2.3. Intervention

Psychological stress can have a detrimental effect on indi-
viduals diagnosed with IBD." Individual with IBD often
describe stress as pain trigger.!® Indeed, according to a re-
cent study, stress is the most frequent trigger of flares.!”!®
STPP is a psychotherapy that focuses on troubling feelings
or thoughts that interfere with relationships, communica-
tion, and/or functioning. Brief [short-term] psychotherapy
differs from long-term psychodynamic psychotherapy by
being much briefer and time-limited treatment. STPP seeks
to increase the patient’s understanding of his or her internal
functioning. An STPP therapist would begin by developing
a dynamic formulation of the case. This formulation fo-
cuses on intrapsychic conflicts and would comprise a spe-
cific constellation of dynamic elements: defences, emotional
distress, and unconscious feelings, as well as their interrela-
tionships.!® Feelings that are perceived as threatening to key
relationships [ie, when someone important to us, such as
parents, reacts to our emotions by expressing discomfort,
withdrawal, or by expressing anger] will evoke emotional
distress [ie, anxiety] and hence [that feelings] would be sup-
pressed and/or distorted [defences| in order to maintain the
relationship.?® Central to the case of a patient with IBD is
that physical symptoms [eg, the worry about incontinence
in patients with diarrhoea, the fear associated with experi-
encing physical symptoms] may increase negative emotions
leading to increased psychological distress. Our adapted
STPP investigates the effects of patient’s personal history and
disease on his/her mental health, and vice versa. Compared
with other manualised therapeutic approaches, our STPP is
personalised: every suffering is different and every interven-
tion is tailored to the patient. Recent literature has identi-
fied a bidirectional relationship between negative emotions
such as anxiety and sadness with inflammation, emphasising
the influence of negative emotions and their contribution to
heightened inflammation.?! Treatment approach depends if
the primary focus is/are: 1] feelings [the therapist explores
emotions]; 2] psychological distress, such as anxiety or sad-
ness [the therapist helps regulate emotional distress, and
then explore feelings]; and 3] defences [the therapist helps
the individual see and let go of defences, then explore feel-
ings that might be behind the defences]. The intervention
was developed specifically for this project [by the first and
last author] and was based on psychodynamic principles and
adapted for the psychosocial needs of individuals with IBD.
To ensure the trustworthiness of the intervention, two psy-
chodynamic psychotherapists with advanced postgraduate
training [the first and last author] performed all interven-
tions. Weekly briefing sessions have been implemented to dis-
close difficulties perceived by the patients/therapists or define
additional treatment adaptations. Intervention description is
summarised in Figure 1.
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Sessions 1-2 A. Engagement

iV. Build therapeutic alliance.

psychological distress, and flares.

defenses).

i. Elicit chronic disease story and address major life events.
ii. Accept patient’s conceptualization of his/her difficulties.

iii. Explore and address how chronic disease affects his/her life.

B. Provide information regarding associations between negative emotions,

C. Develop conceptualization and identify focus area (feelings, psychological distress,

Sessions 3-6

physical wellbeing.

D. Decrease emotional avoidance and promote awareness.

E. Select relevant psychodynamic strategies (e.g. supportive-expressive).

F. Explore how patient’s psychological distress may influence his/her emotional and

Sessions 7-8

additional unresolved difficulties.

indicated.

G. Discuss how the awareness of patient’s inner world might help to cope with

H. Anticipate future problems and address termination/separation feelings.

L. Facilitate referral to community-based psychologist for on-going psychotherapy if

Figure 1. Timeline for completing primary STPP tasks.

2.4. Control condition

SMT consisted in the continuation of the current medical
therapy and regular medical consultations of 15-30 min with
the paediatric gastroenterologist every 3 months, in which
overall wellbeing, disease activity, and future diagnostic/treat-
ment plans were discussed.

2.5. Measures

During baseline assessment, all patients completed a
sociodemographic questionnaire, regarding sociodemographic
and disease-specific information. All outcomes were assessed
at baseline and post intervention [52 weeks after the baseline
assessment] times. A paediatric gastroenterologist [CI], who
is blinded about participants’ allocation, performed primary
and secondary outcomes assessment reviewing patient’s elec-
tronic health records. All analyses concerning secondary out-
comes were exploratory.

2.5.1.
2.5.1.1.

Remission maintenance was measured using the proportion
of participants with steroid-free remission at Week 52 [1 year]
between the two treatment groups. Disease activity was meas-
ured according to the PCDAI score for patients with CD and
the PUCAI score for those with UC. Active disease was defined
as a score 210 on PCDAI/ PUCALI scores and in addition one
or more of the following conditions: the presence of elevated
inflammatory markers levels [eg, C-reactive protein levels >8
mg/L and faecal calprotectin level 2100 pg/g] or endoscopic
inflammatory findings. A paediatric gastroenterologist, who
was blinded to participant assignment, performed disease
activity assessment by reviewing patient electronic health re-
cords and identifying patients who experienced at least one
exacerbation during the 52 weeks following baseline. Disease

Primary outcome measure

Remission maintenance
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recurrence was defined as the time interval between baseline
and the first flare.

2.5.2. Secondary outcome measure
2.5.2.1.
To assess health care usage between the two groups, the fre-

quency of hospitalisations over the next 52 weeks after base-
line was used.

Health care use

2.5.2.2. Adberence to medication

Participants were labelled ‘adherent’ if they followed all pre-
scribed medication in the period of 52 weeks after baseline;
otherwise, they were labelled ‘non-adherent’. The difference in
adherence was evaluated by comparing the proportion of ‘ad-
herent’ and ‘non-adherent’ patients between the two groups.

2.6. Psychological measures
2.6.1. Generalised Anxiety Disorder [GAD-7]

The GAD-7 is a seven-item instrument that is used to
measure or assess the severity of anxiety symptoms."* Items
were scored on a four-point scale [0 = not at all, 1 = several
days, 2 = more than half the days, and 3 = nearly every day],
with total scores ranging from zero to 21. The recommended
screening cutoff was >10, corresponding to at least a mod-
erate level of anxiety.??

2.6.2. Patient Health Questionnaire [PHQ-9]

The PHQ-9 is a depression symptoms scale consisting of nine
questions, and it can be used as a tool for monitoring the de-
pressive symptoms. Items were scored on a four-point scale
[0 = not at all, 1 = several days, 2 = more than half the days,
and 3 = nearly every day], with total scores ranging from zero
to 27. A score of 10 or higher had a sensitivity of 88% and a
specificity of 88% for detecting clinically meaningful depres-
sion symptoms.?

2.7. Randomisation

Participants were randomly assigned to an 8-week
STPP + SMT or SMT control condition. A data analyst not
actively involved in the study design, and blinded concerning
characteristics of the study, generated a random allocation se-
quence and assigned participants to one of the two conditions
[1:1 ratio].

2.8. Sample size

We hypothesised that STPP + SMT would be superior to SMT
alone. Recent data have shown variable rates of remission in
paediatric IBD patients receiving standard medical therapy.?*
Based on results from previous studies on the effectiveness of
other forms of psychological therapy in IBD,> we estimated
that 75% of the participants in the STPP + SMT group would
reach the primary endpoint compared with 40% of the par-
ticipants in the SMT group at Week 52. A chi square test [or
Fisher’s exact test, as appropriate] with a two-sided a of 0.05
will have 80% power to detect the expected difference be-
tween treatment arms when the sample size in each group is
30 in each arm.

2.9. Statistical analysis

Baseline and outcome variables were summarised using
means [M] and standard deviations [SD] for continuous vari-
ables and counts and percentages for categorical variables.

All missing data were excluded from the analysis. Student’s t
test or Pearson’s chi square test was used to compare baseline
characteristics between the groups. The primary analysis con-
cerned the comparison of the proportion of participants with
steroid-free remission at Week 52 between the two treatment
groups [STPP + SMT vs SMT], using Pearson’s chi square test
or Fisher’s exact test, as appropriate. All secondary analyses
were exploratory. The proportions of hospitalisation and par-
ticipants who had been defined as ‘adherent’ vs ‘not adherent’
between the two groups, were compared using Fisher’s exact
test or chi square test, as appropriate. Paired t test was used
to investigate pre-post changes in depressive and anxiety
symptoms in the two groups. The effects of the intervention
over time were analysed using a two-way analysis of vari-
ance [ANOVA], with time as the within-participant factor
and treatment as the between-participants factor. A log rank
test [Kaplan—-Meier curve] was run to determine the remission
distribution in STPP + SMT versus SMT alone. Multivariate
regression analysed the relationship between treatment al-
location and remission maintenance at 1-year follow-up,
including variables with statistical significance at baseline
between groups. Significance was set at a two-sided p <0.05.
Data analysis was performed using RStudio version 4.1
[RStudio].?¢

3. Results

Participants were recruited from September 2021 to December
2021. There were no adverse effects in either treatment con-
dition; see Figure 2 for the CONSORT flow diagram. Of the
134 patients assessed for eligibility, 60 were randomised;
74 participants were excluded from the study because they
did not meet the inclusion criteria [41 were excluded due to
disease relapse during the treatment period, one for history of
mania/psychosis, two for steroid use, and three for smoking
or other medical exclusion criteria]. Furthermore, 27 were
excluded for refusal to participate in the study. All patients
were in clinical remission at the time of enrolment. At 1-year
follow-up, 57 [57/60] patients [95%] were considered [29
STPP + SMT, 28 SMT], three patients did not receive allo-
cation to treatment as two moved to adult IBD centre and
one dropped out before treatment start. The only demo-
graphic or clinical variables that differed between groups
were age (M =17.50 [SD =2.98] and M = 14.69 [SD = 2.80],
p <0.01) and duration of disease (M =40.71 [SD = 32.29]
and M = 18.93 [SD =20.67], p <0.01, respectively [Table 1].
The mean age was 17 years [range 13 to 21] with an average
disease duration of 2 years [y] [range 0.5 to 12 y]. No signifi-
cant differences were found in other clinical and psychological
baseline variables. The overall dropout rate in this study was
10% [3/30], with 3% [1/30] in the STPP + SMT and 6.6%
[2/30] in the SMT arm, respectively. Primary and secondary
outcomes comparisons are summarised in Table 2. Fisher’s
exact test comparing the two groups on the proportion that
maintained remission at 52 weeks was significant [p = 0.01]
with 64.3% [18/28] of SMT patients and 93.1% [27/29] of
STPP + SMT patients maintaining steroid-free remission at
52 weeks. The results of Fisher’s exact test did not indicate
a significant improvement in STPP + SMT intervention for
health care use [p = 0.64] and Adherence [p = 0.19]. Paired t
test showed a significant reduction in depression and anxiety
symptoms score at 52 weeks in the STPP + SMT group [Table
3]. The two-way ANOVA showed reduction of depression
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Enrollment

Assessed for eligibility (n = 134)

Excluded (n = 74)

& Not meeting inclusion criteria (n = 46)
& Declined to participate (n = 27)

o Other reasons (n = 1)

A

Randomized (n = 60)

|

Allocated to BPP-IBD intervention (n = 30) ~
¢ Received allocated intervention (n = 29)

< Did not receive allocated intervention (drop-
out) (n=1)

Lost to follow-up (n = 0)

Analyzed (n =29)

Figure 2. CONSORT flow chart of study design.

(F[1,55] = 6.4, p =0.014) but not anxiety (F [1, 55] =1.15,
p =0.288) in STPP + SMT group. A log rank test was run to
determine if there were differences in the survival distribu-
tion for the two different types of condition: STPP + SMT and
SMT alone. The survival distributions [Kaplan—-Meier curve]
for the interventions were statistically significantly different,
¥*'=6.75,p =0.009 [Figure 3].

Bivariate analysis has shown that participants in the
STPP + SMT group had 7.5 times (OR__,: 7.5 [95% CI 1.7-
52.7]) less risk of flares in the next 52 weeks after baseline
compared with SMT alone. The effect of treatment remains
stable (OR ;: 10 [95% CI 1.3-77.5]) even including pos-
sible confounders in the multivariate model [Supplementary
Material 1].

4. Discussion

To our knowledge, this is the first study to present changes in
steroid-free remission rates after STPP in AYA with IBD. STPP
in addition to SMT reduced the risk of flares approximately
seven times compared with SMT alone in the following 52
weeks after baseline. Our findings are consistent with data
on the efficacy of psychological and behavioural interventions
on IBD disease activity, such as gut-directed hypnotherapy

4 Allocation 4

. Follow-Up v

v Analysis v

Allocated to SMT intervention (n = 30)
¢ Received allocated intervention (n = 28)

¢ Did not receive allocated intervention
(transition to adult hospital) (n = 2)

Lost to follow-up (n = 0)

Analyzed (n = 28)

and cognitive behaviour therapy.?” Furthermore, a recent sys-
tematic review and meta-analysis of clinical trials confirmed
that STPP could be considered a useful additional treat-
ment to standard medical care for chronic health conditions,
improving symptom relief and treatment outcomes.?® The
overall high remission rates observed in this study are con-
sistent with those reported in a recent study evaluating the
efficacy of mindfulness treatment in adults with quiescent UC,
which reported rates of 100% and 78% for mindfulness and
controls, respectively.?’

Proposed mechanisms for these findings include how
psychotherapies may also affect the immune system. For in-
stance, a recent systematic review and meta-analysis have
found that psychological and behavioural therapies were
associated with positive changes in immunity over time,
including a reduction in harmful immune function that per-
sisted for at least 6 months following treatment for parti-
cipants randomly assigned to psychosocial intervention vs
a control group.’® Interestingly, it has been suggested that
dysregulation of the HPA [hypothalamic-pituitary-adrenal]
axis is associated both with inflammation and depressive
behaviour, underscoring the direct clinical significance of
elevations in pro-inflammatory cytokines and suggesting
a bidirectional association between depression and a
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Table 1. Sociodemographic characteristics of participants at baseline.

Baseline characteristic SMT STPP + SMT p
n=30 n=30
Sex [male] [%] 18 [64.3] 18 [64.3] 1
Age [years] (mean [SD]) 17.50 14.69 [2.80] <0.01
[2.98]
BMI [kg/m?] (mean 19.15 16.75 [8.54] 0.23
[SD]) [6.27]
Disease duration 40.71 18.93 <0.01
[months] (mean [32.29] [20.67]
[SD])
IBD type [%] 1
CD 10 [35.7] 11 [37.9]
uC 18 [64.3] 18 [62.1]
Surgical resection [%] 1[3.6] 2 [6.9] 1
Medication
5-ASA [%] 13 [46.4] 15[51.7] 0.89
AZA [%] 51(17.9] 2 [6.9] 0.39
Steroid [%] 0[0.0] 0[0.0] NA
Biologics [%)] 6[21.4] 7 [24.1] 1
Previous therapeutic 2.5(1.2] 2.3 [1.3] 0.43
lines* [%)]
Steroid naive® [%] 7[23.3] 9 [30] 0.61
Previous flares® [%] 0.23
1 14 [46.6] 19 [63.3]
2 2 [6.7] 0
Steroid cycles! [%] 0.58
1 9 [30] 10 [33]
3 0 1[3.3]
Baseline psychological
symptoms
Depressive symptoms 6.9 [4.7] 7.7 [4.4] 0.64
[PHQ-9] (mean [SD])
PHQ-9 210 [%] 7 125] 13 [44.8] 0.12
Anxiety symptoms 7.3 [5.8] 8 [5] 0.50
[GAD-7] (mean [SD])
GAD-7 210 [%] 8 [28.6] 8 [27.6] 0.93
Previous psychotropic 2[7.1] 010.0] 0.47

medication [%]°

N =60 [z = 30 for each condition]. SD = standard deviation; SMT

= standard medical therapy; STPP = short-term psychodinamic
psychotherapy; BMI = body mass index; PHQ-9 = patient health
questionnaire; GAD-7 = generalised anxiety disorder; AZA = Azathioprine;
5-ASA = S-aminosalicylic acid (Mesalamine).

sbedRefers to the 52 weeks preceding the baseline.

‘Reflects the number and percentage of participants answering ‘yes’ to this
question [including two youths treated with anxiolytic medication 4 years
before baseline assessment].

pro-inflammatory state.?’* In this study we observed a re-
duction in depression symptoms at 52 weeks of follow-up
from baseline in STPP + SMT groups, probably due to the
biopsychosocial dynamics of IBD, in which decreasing de-
pression could beneficially mediate the immune system and
reduce inflammation, influencing the pathway by which
inflammation drives depression and depression drives in-
flammation.’»** Recent studies found a reduction in pro-
inflammatory cytokines blood levels after psychotherapy,
demonstrating serum IL-6 [interleukin 6] and TNF-a [tu-
mour necrosis factor-alpha] levels significantly decreased

Table 2. Comparison of primary and secondary outcomes between the
two groups.

Measure SMT STPP + SMT p
28 29
Remission maintenance 18 27193.1] 0.01
[at 52 weeks] [%] [64.3]
Health care use [%] 0.64
0 21 17 [58.6]
[75.0]
3[10.7] 5117.2]
3[10.7] 3[10.3]
3 1[3.6] 2 [6.9]
4+ 0[0.0] 2 [6.9]
Adherence to medica- 24 28 [96.6] 0.19

tion [yes] [%] [85.7]

after brief psychotherapy [eg, short-term dynamic psycho-
therapy, cognitive behaviour therapy].3%3

Contrary to our expectations, we found no significant dif-
ferences in adherence and health care use between the two
groups. In this study both groups showed high remission
rates, reducing symptom exacerbations and limiting hospi-
talisations overall Furthermore, adherence was high in both
groups and this may not adequately identify significant dif-
ferences between groups. In addition, we speculate that the
fact that intervention did not include a specific psychological
intervention on adherence, such as psychoeducation, could
limit adherence improvements.’” Dropout rate was low in
this study, probably related to our individualised approach.
Indeed, participants may feel more engaged and active in their
care.

4.1. Strengths and limitations

One of the strengths of the current study is the prospective
randomised design, in which the treating gastroenterologists
were blinded to group assignment. Furthermore, we included
patients of a wide range of ages, suggesting the efficacy of
STPP from early adolescence to emerging adulthood. Baseline
difference in age and disease duration between study groups
may represent a limitation, although multivariate analysis ex-
cluded their influence on primary outcome. Limitations due
to the small sample size must be considered. Furthermore,
we were unable to include blood sample collection to investi-
gate the effect of STPP on systemic inflammatory markers [eg,
C-reactive protein, IL-6, and TNF-a] or faecal calprotectin.
Another limitation was the large 95% CI of the OR, possibly
related to the small sample size, which may limit the general-
isation of the results. Considering the difficulty of replicating
psychological therapeutic trials, a detailed protocol of our
adapted STPP is currently being drafted for future researches.

4.2. Conclusions

Overall, AYA in the STPP + SMT group experienced im-
proved disease outcomes 12 months after baseline, compared
with standard care controls. We suggest replicating studies
with larger sample sizes and multicentre designs, to provide
more robust evidence on the benefits of STPP in addition
to SMT for IBD paediatric patients, compared with other
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Table 3. Results of paired t test of anxiety and depression symptoms according to group [baseline vs 52 weeks].
Pre Post t p
M SD M SD
SMT Anxiety 7.3 5.8 6.2 3.2 1.2 0.239
Depression 6.9 4.7 6.2 3.9 1.3 0.203
STPP + SMT Anxiety 8.0 5.0 5.6 3.0 3.4 0.002
Depression 7.7 4.4 4.3 2.8 3.6 0.001
-t ... SMT
— — = STPP+SMT
£ 08
-
3 ,
“ 0.6 ‘
£
< 04
g
=1
© 0.2
0
0 10 20 30 40 50

Weeks

Figure 3. Time to disease recurrence (weeks) during the 52 weeks follow-up in SMT and STPP+SMT groups.

[psychological] interventions. Furthermore, examining the
demographic, clinical, and psychological moderators, as well
as the mechanisms underlying the effects of STPP, may allow
for a better understanding of how STPP reduces exacerba-
tions in AYA with IBD. Offering STPP in addition to standard
care for AYA with IBD appears to be beneficial in increasing
the chance of maintaining remission. Moreover, the use of an
individualised approach could be a valuable support for psy-
chological interventions with patients with IBD, to limit the
dropout rate, and to enhance dissemination of psychological
care of IBD. STPP could be generalised as an adjuvant treat-
ment for relapse prevention.

Ethical approval was obtained from the Ethics Committee
of Bambino Gesu Children’s Hospital, and all enrolled pa-
tients signed informed consent [protocol no. 2857]. All
methods were carried out in accordance with the Declaration
of Helsinki. Informed consent was obtained from all the par-
ticipants and/or their legal guardians.

The datasets of this study are available from the corres-
ponding author on reasonable request.
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