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Abstract 

Background  Routine outcome monitoring (ROM) with timely feedback to therapists may improve psychotherapy 
outcomes. OutProFeed-Italy is a protocol for a three-arm cluster randomized controlled trial (RCT) using a Zelen 
design to test whether feedback-informed therapy (FIT) delivered through a digital platform (Mindy) improves patient 
outcomes and therapeutic processes in routine outpatient psychotherapy in Italy.

Methods  The study will recruit psychotherapy trainees and licensed psychotherapists practicing in Italy (licensed 
psychotherapists or trainees in ≥3rd year of an Italian Ministry of University and Research-recognized psycho-
therapy program) and their adult outpatients (≥18 years, with fewer than three sessions with the participating 
therapist; excluding psychotic and neurocognitive disorders). Therapists will be recruited by the research team 
through universities and professional networks, and each therapist will recruit 2–5 eligible patients from routine 
outpatient practice. Therapists (clusters) will be randomized 1:1:1 by an independent statistician to three conditions: 
(1) outcome and process monitoring only (OPM), with session-by-session measures results of which are displayed 
to therapists but without feedback with clinical support tools (CST); (2) outcome and process monitoring plus feed-
back (OPM-F), in which therapists receive feedback through Mindy’s clinical support tools based on FIT principles, 
together with monthly supervision for 3 months; and (3) treatment as usual (TAU), with no monitoring or feedback, 
and assessments only at baseline, session 15, and 3-month follow-up. The planned sample size is 182 therapists (61 
per arm) and approximately 546 patients. The primary outcomes are symptom severity from baseline to session 15 
and 3-month follow-up; secondary outcomes include psychological distress, therapeutic alliance, and dropout rates. 
Safety will be monitored through repeated symptom and risk assessments and the recording of adverse events 
and withdrawals, with referral procedures as needed. First enrollment started in November 2024.

Discussion  We hypothesize that, compared with OPM and TAU, patients treated by therapists in the OPM-F condi-
tion will show greater symptom improvement, fewer dropouts, and better therapeutic alliance trajectories. Findings 
may inform the implementation of ROM and FIT supported by digital platforms in Italian routine care.
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Introduction
Although there is strong evidence for the effective-
ness of psychotherapy, not all patients improve, and a 
proportion of patients may get worse [1]. Prevention 
of treatment failures is an important goal of clinical 
practice [2]. Researchers have shown that monitoring 
patient change on a session-by-session basis can be 
effective to inform treatment decisions, especially for 
patients who do not report improvement and are at risk 
of dropping out [3].

Routine outcome monitoring (ROM) is a promis-
ing procedure for tracking patient change in routine 
clinical practice and can effectively provide feedback 
to therapists [4] to enhance treatment outcomes [5]. 
ROM includes three sequential phases [6]: (i) collect-
ing patient data regularly and in a structured manner; 
(ii) providing data to the therapist and often to the 
patient; and (iii) when appropriate, encouraging thera-
pists to adjust the treatment process or focus based on 
the emerging feedback. These three phases have been 
presented as a transtheoretical model of measurement-
based care—Collect, Share, Act [7]. Providing progress 
feedback to therapists can help to alert a therapist when 
a patient is progressing as expected (On Track cases) or 
worsening (Not on Track cases), and to adjust the treat-
ment for Not on Track cases [8]. ROM has been pre-
sented as a “relatively simple evidence-based practice… 
that clinicians can add to any type of psychotherapy… 
without requiring changes to that psychotherapy” [9].

The American Psychological Association (APA) 
has long recommended the use of ROM and feed-
back in routine care [10]. A recent advisory commit-
tee appointed by the APA governance has advocated 
for guidelines on measurement-based care and feed-
back in professional practice. These guidelines include 
a statement that therapists should regularly assess the 
treatment process and outcomes and integrate this 
information into ongoing collaboration with patients 
[11]. The Joint Commission [12] urged international 
scientific organizations to increasingly utilize feedback-
informed therapy (FIT) and ROM to assess outcomes, 
inform purposes and goals, and monitor individual 
progress to guide decisions on care plans, treatment, 
or individual services. The Roadmap for Mental Health 
Research in Europe has also supported the use of ROM 
[13]. Additionally, national policymakers and regula-
tory bodies in some countries, such as Australia [14], 

Canada [15], England [16], and Norway [17], have rec-
ommended that outcome measurement in treatment 
becomes mandatory.

More than fifty studies examined the effectiveness of 
providing therapists with progress feedback [18]. Some 
meta-analyses that compared the effects of psychotherapy 
with progress feedback to psychotherapy without feedback 
found that feedback methods can enhance the effective-
ness of therapy by a small to moderate degree (Hedges’ 
g = 0.10 to 0.28) [4]. However, the effect sizes were more 
pronounced in Not on Track cases (Cohen’s d = 0.33), sug-
gesting that therapists adapted their treatment strategy 
with poorly responding patients based on the feedback 
[19, 20]. Some studies supplemented progress feedback 
with clinical support tools [21, 22] to provide assessments 
of the treatment process with Not on Track patients. The 
clinical support tools (CSTs) included suggestions on how 
to develop and maintain the therapeutic alliance [2]. When 
CSTs were added to the feedback intervention, the effect 
size increased (Cohen’s d = 0.49). There is evidence that 
alliance ruptures (i.e., breakdowns in the collaborative rela-
tionship between patient and therapist) may occur during 
therapy and should be addressed by therapists to improve 
outcomes (Cohen’s d = 0.62) [23]. Some studies suggested 
that providing process feedback (i.e., focusing on patient 
assessment of perceived therapist empathy or working alli-
ance) can further facilitate the therapeutic process across 
sessions [24, 25]. For example, session-by-session declines 
in the therapeutic alliance may indicate a rupture in the 
alliance [26] and can be used to provide feedback to clini-
cians. Overall, prior research has shown that the feedback 
with clinical support tools improved the rates of clinically 
significant change in Not on Track cases [4, 19, 20].

The effect sizes reported in feedback studies range 
from negligible (<0.20) to large (>0.80) [27], and there is 
a need to understand when and how feedback can reli-
ably improve treatment outcomes. The meta-analysis by 
de Jong et al. [4] found several significant moderators of 
ROM effectiveness, including the type of outcome meas-
ure (g = 0.11 to 0.34), the type of feedback instrument 
(g = 0.07 to 0.24), and the country in which the study 
was conducted (g = 0.11 to 0.23). Notably, none of the 
included studies were conducted in Italy.

In the current study, we develop and describe a new 
feedback strategy within the framework of the OutPro-
Feed-Italy project. We will examine whether feedback 
is most effective at improving patient outcomes when 
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clinical support tools are provided, consistent with pre-
vious research [4, 19, 20]. However, we will also pro-
vide therapists a novel feedback training and clinical 
support tools for all their patients (not only for Not on 
Track cases). Qualitative research has shown that ROM 
data can increase therapists’ awareness of how they have 
affected patients, improve their humility and empa-
thy, increase patients’ understanding of themselves, and 
involve patients more actively in treatment [28].

Prior reviews also found potential barriers to the imple-
mentation and effective use of ROM [29]. For example, 
organizational obstacles can arise in contexts where 
service policies, culture, or resources do not align with 
adopting routine outcome measurement. Technological 
barriers include the lack of modern information technol-
ogy systems. Digital technologies have recently provided 
a groundbreaking opportunity for the practice of ROM 
[30]. Before these technologies, ROM was predomi-
nantly paper-based practices that were susceptible to 
biases [31]. Digital technologies enable real-time collec-
tion of patients’ data, allowing therapists to evaluate the 
data before and after the visit, thereby reducing potential 
patient recall bias [32, 33]. However, the usability and 
satisfaction with ROM digital platforms remain a chal-
lenge. Insufficient knowledge and training remain barri-
ers to implementing progress monitoring [15]. Moreover, 
patients who used ROM in their treatment reported 
some concerns about the motives for adopting outcome 
monitoring, about a narrow symptom focus, and the 
need for further explanation of how the data will be used 
in therapy [34, 35].

Although the effectiveness of providing therapists with 
progress feedback has been assessed in several interna-
tional studies, no study was conducted in the Italian con-
text. The feasibility of implementing progress monitoring 
and practice-oriented research [36] in the Italian cultural 
context remains unknown. The current study aims to fill 
this research gap by conducting a large-scale natural-
istic ROM study to establish the efficacy and generaliz-
ability of feedback in routine clinical practice in Italy. 
Specifically, we aim to advance the literature on ROM 
by adopting a broader approach that includes measur-
ing therapeutic alliance fluctuations (alongside outcome 
monitoring) across sessions, and by providing a clinical 
support system that can closely integrate feedback on 
the therapeutic alliance and patient progress into clini-
cal practice [37]. The clinical support system encourages 
therapists to open a meaningful discussion with patients 
that links patients’ scores to the therapy process, thus 
actively engaging patients in exploring the meaning of 
their data. Given the importance of the technology used 
to collect data in ROM, this project places particular 

emphasis on assessing the usability of the technologies 
and their impact on individual practice.

Aims and hypotheses
The primary aim of this study is to evaluate the effec-
tiveness of feedback-informed therapy (FIT) delivered 
through a digital platform in improving patient outcomes 
and therapeutic processes in routine outpatient psycho-
therapy. We expect that FIT will increase the therapist’s 
responsiveness [5], which in turn will have an impact on 
patients’ change from session to session [6].

The objectives of the study include:

Primary objectives
(1)	 Compare the effects of three conditions—Out-

come and process monitoring (OPM), outcome 
and process monitoring plus feedback with 
clinical support tools (OPM-F), and treatment 
as usual (TAU)—on symptom reduction at 
4 months and 3-month follow-up.

(2)	 Examine whether FIT training and supervision 
enhance therapeutic alliance and session-by-
session change.

Secondary objective

(3)	 Assess the usability and acceptability of the 
ROM digital platform using quantitative and 
qualitative methods.

Study hypotheses
The primary hypotheses for the study are as follows:

(H1) Patients whose therapists are in the OPM-F 
condition will show better outcomes in terms of 
symptom severity from pre-treatment to the 15th 
session and 3-month follow-up compared to patients 
in the OPM and TAU conditions. Concurrently, (H2) 
patients in the OPM condition will exhibit better out-
comes in terms of symptom severity reduction from 
pre-treatment to the 15th session and 3-month fol-
low-up compared to patients in the TAU condition.
(H3) Patients whose therapists are in the OPM-F 
condition will show greater improvement in overall 
psychological distress on a session-by-session basis 
compared to patients in the OPM condition.
(H4) Patients whose therapists are in the OPM-F 
condition will report a greater improvement in thera-
peutic alliance over therapy sessions compared to 
patients in the OPM and TAU conditions.
(H5) Patients with therapists in the OPM condition 
will demonstrate a greater pre-post improvement in 
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therapeutic alliance compared to patients in the TAU 
condition.

Methods
Study design
This is a three-arm, parallel-group, cluster-randomized 
controlled superiority trial with a Zelen design and an 
open-label framework. Participant (i.e., patients and 
therapists) outcomes are assessed longitudinally, and 
therapists are randomly assigned to one of three condi-
tions before providing consent and without knowledge of 
the other conditions [37]. Due to the nature of the inter-
ventions, neither therapists nor patients can be blinded 
to treatment allocation.

The therapists involved in the study will be randomized 
on a 1:1:1 basis using a random number table or com-
puter-generated random numbers. The randomization 
process will be conducted by an independent statistician 
who is blinded to the objectives of the study. According 
to the Zelen design, the therapists will be blinded to the 
randomization procedure [38] to reduce bias. Allocation 
concealment will be ensured, as the statistician will not 
release the randomization code until the therapist has 
been recruited into the trial.

Participants will be recruited across Italy. The three 
conditions to which participants are randomized include 
(1) outcome and process monitoring (OPM), (2) outcome 
and process monitoring with therapist training, supervi-
sion, and feedback (OPM-F), and (3) treatment as usual 
(TAU). Because this trial uses a Zelen design, baseline 
demographic and clinical data will be collected after allo-
cation to study condition and after informed consent has 
been obtained.

The SPIRIT guideline [39] has been used to design this 
protocol and to lay out Fig. 1. The SPIRIT DIAGRAM is 
available in Table 1.

Participants
The study includes two samples. The first sample will 
consist of psychotherapy trainees and/or psychothera-
pists, who will be recruited by the researchers involved 
in this study and their collaborators. The inclusion cri-
teria for therapists are (i) having a valid psychotherapy 
specialization degree recognized by the Italian Minis-
try of University and Research (MUR) (https://​www.​
miur.​it/​Elenc​oSSPW​eb/), (ii) currently in practice; and/
or (iii) psychotherapy trainees must be at least in their 
third year of post-graduate training in an MUR-recog-
nized psychotherapy school. In Italy, psychotherapy is 
predominantly delivered in private outpatient settings 
rather than within public mental health services. There-
fore, the study setting reflects routine real-world clini-
cal practice. There will be no restrictions on the type of 

psychotherapy used by the recruited professionals, but 
the treatment must be a psychological therapy for men-
tal health-related issues.

The second sample includes patients who will be 
recruited and then treated by therapists. Each therapist 
involved in the project will recruit from 2 to a maximum 
of 5 patients. We are aiming for an average of 3 patients 
per therapist. Patient participants will meet the following 
inclusion criteria: (i) have attended less than 3 sessions 
with the recruited psychotherapist and (ii) are adults 
18 years of age or older. Patients with a diagnosis of psy-
chosis and neurocognitive disorders will be excluded 
because these conditions may preclude psychotherapeu-
tic work [6].

Procedures
The study will take place at the University of Bergamo in 
collaboration with the University of Palermo and the Pol-
ytechnic University of Milan. The research study strictly 
adheres to the ethical guidelines outlined by the Ameri-
can Psychological Association (APA) and the principles 
outlined in the Declaration of Helsinki [40]. The Ethi-
cal Committee of the University of Bergamo approved 
all materials and procedures. Any modifications to the 
protocol which may impact the conduct of the study will 
require a formal amendment to the protocol. All partici-
pants in the study will provide informed consent. Partici-
pation is entirely voluntary. All self-report questionnaires 
will be completed via a secure web link through the 
Mindy digital platform, respecting all parameters relating 
to General Data Protection Regulation (GDPR) privacy 
regulations. Data are recorded and stored with the agree-
ment between professionals and patients using the Mindy 
platform and the University of Bergamo. Given the mini-
mal risks of the trial, a formal data monitoring commit-
tee was not needed. In terms of auditing, an independent 
committee of the University of Bergamo will conduct 
periodic independent review of core trial processes and 
documents. The Mindy digital platform is described in 
more detail below.

Data collection schedule
Demographics and questionnaire data will be collected 
via the Mindy platform after the digital registration 
process for all therapists and their respective patients. 
Regarding the main outcome measures, therapists and 
patients in each study condition complete measures at 
T0 (at the start of the study therapy sessions), T2 (the 
15th session), and T3 (3 months post-treatment which 
differs for each patient). Regarding the session-by-ses-
sion outcome and process measures, each study condi-
tion varies. In the OPM condition, patients complete 
outcome measures before each session and process 

https://www.miur.it/ElencoSSPWeb/
https://www.miur.it/ElencoSSPWeb/
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measures after each psychotherapy session through the 
Mindy platform. Therapists in this condition receive 
only raw scores on these measures and their graphi-
cal representations. In the OPM-F condition, patients 
similarly complete process and outcome measures for 
each session. Therapists receive training, supervision, 
and feedback with the clinical support tool on the 
patient’s session-by-session progress and ratings of the 
therapeutic alliance. In the treatment as usual (TAU) 

condition, therapists and patients proceed with psy-
chotherapy as they normally would. In this condition, 
therapists and patients use the Mindy platform to com-
plete outcome measures at T0, T2, and T3 and process 
measures at T0 and T2 (Fig.  1), but without access-
ing the data. Under all conditions, no interventions or 
concomitant care are explicitly prohibited during the 
trial. To improve adherence among both patients and 
therapists, the Mindy platform automatically sends a 

Fig. 1  OutProFeed-Italy study design
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reminder notification if the questionnaire has not been 
completed within 24 h of the scheduled appointment.

Therapist training and feedback
Therapists in the OPM-F condition will receive spe-
cific training on procedures and techniques related to 
feedback-informed therapy (FIT) based on information 
material, explanatory videos, and examples of “what” and 
“how to manage” NOT (Not on Track) patients based on 
the book “Routine Outcome Monitoring and Feedback in 

Psychological Therapies” [29] suitably translated for the 
Italian context. During the study’s therapy phase (lasting 
15 sessions), the clinical support tools (CST) will guide 
therapists in the OPM-F condition. The CST will help the 
therapist to engage patients in discussions about ROM 
and to facilitate dialogue about the reported data.

Short videos were developed and integrated into the 
CST system that will guide the practitioner in the OPM-F 
condition step by step to handle Not on Track cases as 
well as On Track cases. The scripts were developed by the 

Table 1  SPIRIT diagram

CST clinical support tools, OPM outcome process monitoring, OPM-F outcome process monitoring plus experimental feedback, TAU treatment as usual
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research team, and artificial intelligence (AI) was used to 
generate the voice narration. The system provides clini-
cal case examples, ad hoc questions about the symptom 
condition, the therapeutic relationship, feedback, and the 
meaning of routine monitoring of patient progress and 
therapeutic processes. To address the issue of acceptabil-
ity and relevance of the procedures, the feedback goes 
beyond psychological distress and includes the state of 
the therapeutic alliance and how to repair alliance rup-
tures should they occur [4, 6].

Additionally, therapists in the OPM-F condition will 
receive monthly supervision (for 3 months) to provide 
ongoing clinical support on FIT and ROM, including 
practical discussion of the most challenging clinical cases 
and possible therapeutic solutions. The therapists ran-
domized to the OPM and TAU conditions will receive 
training/supervision on FIT at a later stage after their 
participation in the study is completed.

Main features of Mindy
The custom digital platform “Mindy”, originally devel-
oped by software engineers, was adapted for this study 
through low-cost integrations funded by the project.

Mindy is a digital platform designed to facilitate the 
work of the therapist. Its main features are a calendar for 
appointments, document management (e.g., informed 
consents, session reports, patient management), an inte-
grated questionnaire submission management system 
with automatic and standardized scoring of copyright-
free measures, a dashboard to monitor patient progress 
(see “Measures” for details) and the therapeutic alliance 
(see “Measures” for details), and a system for in-person 
and online sessions. We will use Mindy for session and 
patient management, as well as for the computerized 
administration of instruments.

The platform was customized for this project, with 
features specific to the study conditions. In the OPM 
condition, the platform will be used without the CST; 
therapists receive feedback on patient scores but no 
assistance. In the OPM-F condition, feedback-informed 
therapy (FIT) will be integrated, providing therapists 
with situation alerts (e.g., when a patient is Not on Track, 
see “Procedures” for details) and with innovative clini-
cal support tools (CST) that include videos to aid thera-
pists in managing therapeutic situations based on patient 
self-report of progress (see “Procedures” for details). The 
clinical support tools (CST) will provide digital alerts 
indicated on the Mindy dashboard of those patients 
defined as “Not on Track” [29] defined as patients who 
are not responding well to therapy or are deteriorating in 
certain aspects (outcomes or therapeutic alliance). Alert 
notifications will be triggered by questionnaire scores 
that indicate reliable change from session to session (see 

“Measures” section) [41]. Therapists in the OPM-F condi-
tion also receive supervision on the use of the CST. In the 
TAU condition, Mindy will provide therapists only with 
simple medical records without any other feedback or 
assistance.

Therapists involved in the study (across all conditions) 
will be introduced to the use of the Mindy digital plat-
form (they will receive a user manual) and its features (a 
user manual with technical specifications will be sent to 
participants). Therapists will receive specialized training 
on usage depending on the condition to which they are 
assigned, as depicted in Fig. 1.

Measures
We will use a demographic questionnaire designed 
for therapists and patients (including age [in years], 
sex [male/female], gender identity [male/female/non-
binary/other], marital status [single/married/cohabiting/
divorced/widowed], and education level [categorized 
according to the Italian educational system]). Contact 
information will be collected for administrative purposes 
only and will not be included in the analyses.

Patient questionnaires
Primary outcomes
The Italian version of the General Anxiety Disorder scale 
(GAD-7; [42]) is a 7-item self-report screening tool for 
assessing generalized anxiety disorder (GAD). Each item 
is rated on a 4-point Likert scale (from 0 = “Not at all” 
to 3 = “Nearly every day”), with higher scores reflecting 
greater severity of GAD. Specifically, scores from 0 to 
4 indicate minimal anxiety, 5 to 9 mild anxiety, 10 to 14 
moderate anxiety, and 15 to 21 severe anxiety. A change 
of 6 points indicates reliable improvement or deteriora-
tion from one assessment to the next.

The Italian version of the Patient Health Question-
naire (PHQ-9; [43]) is a 9-item self-report instrument 
assessing depression symptoms. Each item is rated on a 
4-point Likert scale (from 0 = “Not at all” to 3 = “Nearly 
every day”), with higher scores indicating greater sever-
ity of depression. Scores from 0 to 4 indicate an absence 
of depressive symptoms, 5 to 9 mild depression, 10 to 14 
moderate depression, 15 to 19 moderately severe depres-
sion, and 20 to 27 severe depression. A change of 5 points 
indicates reliable improvement or deterioration from one 
assessment to the next.

Progress monitoring
The Italian version of the Clinical Outcomes in Rou-
tine Evaluation (CORE-10; [41, 44]) is a short 10-item 
measure to explore psychological distress, developed for 
monitoring outcomes in clinical settings. The CORE-
10 is a shortened version of CORE-OM with 34 items. 
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It comprises three domains: (i) problems: depression (2 
items), anxiety (2 items), physical (1 item), and trauma (1 
item); (ii) functioning: general functioning (1 item), social 
functioning (1 item), and close relationships (1 item); and 
(iii) risk: towards oneself (1 item). Items are rated on a 
5-point Likert scale (from 0 = not at all to 4 = most or all 
the time), and higher total scores (ranging from 0 to 40) 
indicate greater distress. To enhance the validity of the 
feedback, the CORE-10 was adopted as an independent 
measure of patient progress, distinct from measures of 
pre-post outcomes [6]. Alert notifications will be trig-
gered for therapists in the OPM-F condition by CORE-10 
questionnaire scores that significantly worsen by at least 
6 points from one session to the next. A 6-point change 
indicates a reliable change as outlined by Barkham and 
colleagues [41].

Process monitoring
The adapted version of the Italian translation of theR-
evised–Clie  Working Alliance Inventory-Short Revised-
Client Version (WAI-SR-C; [45–47]). The Working 
Alliance Inventory-Short Revised (WAI-SR-C) is the 
short version with 12 items [48]. It measures the emo-
tional bond between patient and therapist, and their level 
of agreement with the tasks and goals of therapy. Each 
item is rated on a 5-point Likert scale, from 1 (never) to 
5 (always). The reliability and validity of WAI-SR-C have 
been repeatedly supported in a wide range of studies [46, 
49].

In the OPM and OPM-F conditions, we will use the 
WAI-SR-C to identify therapeutic alliance ruptures that 
may occur from one session to the next. Within the first 
five sessions, an alliance rupture will be defined by the 
method described by Stevens et al. [50]. If a patient’s WAI-
SR-C mean item score drops from one session to the next 
by 0.26 to 1 point, then this indicates a moderate risk of an 
alliance rupture, whereas a drop of one point or more for 
one or more consecutive sessions will trigger an alert for a 
severe risk of an alliance rupture. A resolution of the rup-
ture will be indicated by a return to within 0.25 points of 
a pre-rupture WAI-SR-C score. From the sixth to the fif-
teenth session, the method described by Lipner et al. [51] 
will be used to identify an alliance rupture. This procedure 
involves an idiographic approach based on the patient’s 
“moving average” and provides a more reliable estimate of 
alliance ruptures [52]. In this approach, the patient’s aver-
age WAI-SR-C score and its standard deviation are updated 
after each assessment. If the patient’s WAI-SR-C score in a 
particular session is at least 1.5 standard deviations below 
the mean of their preceding sessions, an alert for a mod-
erate alliance rupture will be triggered. However, if the 
patient’s WAI-SR-C score in a particular session is at least 
2 standard deviations below their mean of their preceding 

sessions, then an alert for a severe alliance rupture will 
be triggered. A rise in the WAI-SR-C score of at least 1.5 
standard deviations of the patient’s mean following an alli-
ance rupture will indicate the resolution of the rupture.

Sample size estimation
We performed an a priori sample size estimation with the 
Optimal Design Plus 3.01 software [52] for a three-level 
multilevel model in which 4 repeated measurements of 
the outcomes are nested within patients who, in turn, are 
nested within therapists. Previous research found a mean 
effect size of d = 0.27 for the effect of ROM on patients’ 
outcomes [53] and an intraclass correlation coefficient 
(ICC) of 0.011 for therapist effects on outcomes [54]. 
Hence, with a type I error rate set at 0.05, we require 182 
therapists (i.e., 61 per study arm) with an average of 3 
patients per therapist (546 patients for the entire study) 
to achieve power of 0.80.

Data analysis plan
Descriptive statistics will be reported for all study vari-
ables. Baseline demographic and clinical characteristics 
will be summarized by treatment condition using means 
and standard deviations for continuous variables and 
frequencies and percentages for categorical variables. 
Outcome measures at each assessment point will be 
described using means and standard deviations, stratified 
by study condition.

To test the primary hypotheses, 3-level hierarchical 
mixed-effects models will be used with repeated meas-
ures of psychological distress, symptom severity, or 
therapeutic alliance values at level 1, nested within all 
randomized patients at level 2, and therapists at level 
3. Study conditions (OPM, OPM-F, TAU) will be coded 
with indicator variables and modeled at level 3 [55]. We 
will use full maximum likelihood estimation and allow 
all parameters to vary. Baseline values will be included 
as part of the repeated-measures structure within the 
mixed-effects models rather than as covariates, which 
allows estimation of treatment-by-time interactions 
without relying on change scores.

Statistical significance will be set at α = 0.05 (two-
tailed), and 95% confidence intervals will be reported for 
all primary effect estimates. All statistical analyses will 
be conducted using IBM SPSS Statistics (version 30) [56] 
and HLM software (version 8.2) [57].

Missing data
We will use all available post-treatment and follow-up 
data from all patients discontinuing treatment when 
possible. Data analyses will be conducted using the 
intent-to-treat (ITT) sample, with all participants ana-
lyzed according to their original allocation. Due to the 
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short recruitment period, no interim analyses will be 
performed.

The impact of missing data will be evaluated using pat-
tern mixing models (PMM). Mixed-effects modeling 
with maximum likelihood estimation will provide unbi-
ased parameter estimates under the assumption of data 
missing at random. To assess potential deviations from 
this assumption, we will examine whether missingness 
is systematically associated with baseline demographic 
or clinical characteristics, treatment condition, or early 
symptom change trajectories. If significant associations 
are detected, these missing data patterns will be modeled 
explicitly as recommended by Gallop and Tasca [58].

Discussion
The results of this study will provide valuable insights 
into the benefits of feedback-informed therapy (FIT) and 
the utility of the Mindy digital platform in improving 
mental health outcomes for patients and psychotherapy 
processes in Italy. We expect that patients whose thera-
pists received training and support in FIT (in the OPM-F 
condition) will show better symptomatic outcomes, lower 
dropout rates, and a greater increase in the therapeutic 
alliance compared to patients in the other two conditions 
(OPM and TAU). The provision of regular feedback on 
patient progress and the therapeutic alliance, combined 
with specific training and ongoing supervision for thera-
pists in the OPM-F condition, is expected to enhance the 
therapist’s ability to tailor treatment and address emerg-
ing challenges. Such findings would be consistent with 
the key principles of FIT, which emphasize the use of 
real-time data to inform clinical decisions and improve 
outcomes [20, 59].

The use of clinical support tools (CST) integrated 
with the monitoring system is another key component 
of the OutProFeed-Italy project. We expect that, in line 
with recent studies [29], our CST system, together with 
explanatory short videos on how to handle difficult situ-
ations (i.e., conditions defined as “Not on Track”), can 
make the therapist (trained with specific FIT training) 
even more effective in improving patients’ symptoms and 
the therapeutic alliance.

Alliance ruptures are common in psychotherapy, and 
therapists’ ability to quickly identify and address them 
can be crucial for maintaining positive outcomes [23]. 
FIT systems that incorporate measures of the therapeu-
tic alliance and provide therapists with feedback about 
alliance fluctuations may help therapists become more 
attuned to relational dynamics and better equipped to 
repair ruptures as they arise [26].

In this protocol, we have indicated the main out-
comes of the OutProFeed-Italy study. However, we also 
intend to study the usability of Mindy, which will provide 

valuable insights into the characteristics that such plat-
forms should have to be used effectively for ROM. Using 
both qualitative and quantitative methodologies, we will 
assess both therapists’ and patients’ perspectives of the 
platform and identify potential barriers or facilitators to 
its adoption. These results will be crucial for future prac-
tices, as the acceptability of digital tools is fundamental 
to integrating ROM practices in psychotherapists’ work 
in an unbiased and sustainable way [31, 33].

The limitations of the study will be acknowledged in 
the study implementation and in the interpretation of its 
results. First, the self and therapist evaluation of patients 
may be a time-consuming burden, thus reducing engage-
ment. However, processes built into Mindy, such as clear 
explanations of the benefits of FIT and ease of using the 
platform, may increase collaboration and engagement of 
therapists in the study. We expect that therapist engage-
ment and ease of using the digital platform may also 
reduce the burden placed on patients to complete out-
come and process measures. Second, the evaluations will 
be done by administering self-report instruments, which 
could introduce bias in interpreting the results. How-
ever, we also intend to collect the therapist’s perspective, 
which might also help account for possible bias. Third, 
the digital platform may not be accepted by all therapists 
[29]. To increase uptake, we designed the Mindy digital 
platform to allow easy management of FIT and ROM and 
to provide personalized feedback [29]. Fourth, therapists 
and patients who are assigned to the TAU condition may 
drop out of the study at a higher rate as sometimes hap-
pens in control conditions of RCTs. We will use the Zelen 
design to reduce demoralization caused by assignment to 
a control condition (TAU).

The widespread adoption of FIT could have signifi-
cant public health implications. Research has shown 
that FIT can improve patient outcomes on average and 
reduce negative outcomes such as treatment dropout [5, 
6]. Given this, implementing FIT could lead to increased 
well-being and reduced burden on mental health sys-
tems [11]. Some health authorities, such as Australia [14], 
Canada [15], England [16], and Norway [17], have rec-
ommended that outcome measurement in treatment be 
mandatory, recognizing its potential value [12]. As FIT 
becomes more established, it will be important to con-
sider how to scale up implementation to reach a wider 
community of therapists and patients. Ensuring equita-
ble access to FIT could help address disparities in mental 
health care in Italy.

Overall, the results of this study will provide important 
guidance for future interventions in the Italian health-
care system, promoting a culture of mental health that 
emphasizes the routine measurement of treatment pro-
gress. The findings will provide valuable insights into the 
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benefits of feedback-informed therapy and the innova-
tive Mindy system, potentially paving the way for wider 
adoption of these approaches to improve the quality and 
effectiveness of psychotherapeutic interventions in Italy 
and beyond [6, 11].
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