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Abstract
Background  Dignity Therapy is a person-centered psychotherapeutic intervention designed for people approaching 
the end of life, fostering reflection on meaningful aspects of life and creating a testimonial legacy. Since 2011, 
randomized trials have demonstrated its value in addressing psychospiritual needs and preserving dignity in palliative 
care. However, no controlled studies have been conducted in Latin America to assess its effectiveness within local 
cultural contexts.

Methods  This is a protocol for an exploratory, randomized, parallel-group clinical trial (1:1 allocation) with an open-
label design. A total of 96 hospitalized individuals with advanced cancer will participate, all receiving care from the 
Palliative Care Service of a university hospital in Fortaleza, Brazil. The control group will receive usual palliative care, 
while the intervention group will receive the same care along with Dignity Therapy, delivered in three structured 
sessions. Assessments will be conducted at baseline (T1), at the end of the intervention (T2), and short-term follow-up 
(T3). The primary outcome will be the perceived dignity impact of the intervention, measured by the Dignity Impact 
Scale. Secondary outcomes will include spiritual well-being, hope, anxiety, depression, and distress. Perceptions of the 
intervention experience will also be collected from individuals in the intervention group. The primary analysis will be 
performed using linear mixed models.
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Introduction
Palliative care aims to improve the quality of life of indi-
viduals facing life-threatening illnesses by preventing and 
alleviating suffering across physical, emotional, social, 
and spiritual dimensions [1]. Although more than 56.8 
million people require palliative care annually, the major-
ity do not have access to effective and comprehensive 
services [1–3]. Despite international commitments to 
integrate palliative care into universal health coverage—
as outlined in World Health Assembly Resolution 67.19 
[4]—only 14% of those in need actually receive it [1, 5]. 
This gap, exacerbated by population aging and the grow-
ing burden of chronic multi-morbid diseases, highlights 
the need to develop palliative care models that are viable, 
sustainable, and culturally sensitive. Such models must 
address not only clinical aspects but also the priorities 
expressed by individuals living with serious illness [6].

In palliative care, dignity has emerged as a central 
focus, particularly in addressing the existential suffering 
often experienced by individuals with advanced illness. 
Although its definition varies across cultures and con-
texts, there is broad consensus that the perception of lost 
dignity can significantly affect emotional, spiritual, and 
relational well-being, influencing how individuals find 
meaning and transcendence at the end of life [7–11]. In 
response, conceptual frameworks have been developed to 
understand how dignity is constructed and preserved in 
such moments. One of the most influential is the dignity-
conserving care model, proposed by Chochinov [12], 
which gave rise to clinical interventions aimed at mitigat-
ing psychospiritual suffering, such as Dignity Therapy.

Dignity Therapy is a brief, individualized psychothera-
peutic intervention designed to facilitate reflection on 
meaningful aspects of life and the creation of a testimo-
nial legacy, in alignment with each person’s values and 
preferences. Through a reflective dialogue guided by a 
structured yet flexible protocol, participants’ responses 
are recorded, transcribed, and compiled into a docu-
ment that can be shared with significant others. This 
intervention has shown beneficial effects in reducing psy-
chospiritual suffering, reducing dignity related distress, 
promoting spiritual well-being, and strengthening the 
sense of dignity in individuals with advanced illness [12, 
13].

Available evidence highlights the clinical relevance 
of Dignity Therapy, given its simplicity, low cost, and 

therapeutic potential [14–21]. However, quantitative 
findings have been inconsistent regarding outcomes such 
as emotional discomfort, depressive symptoms, and qual-
ity of life, likely due to methodological, contextual, or 
population-specific variations [22–29]. Even so, in many 
of these studies, qualitative evaluations provided by the 
individuals who received the intervention consistently 
describe it as a deeply meaningful experience, one that 
facilitates the expression of legacy, strengthens emotional 
and relational bonds, and redefines the experience of ill-
ness. This divergence between measurable outcomes and 
subjective perceptions underscores the need to further 
explore its effectiveness and meaning across diverse clini-
cal and cultural contexts.

Although Dignity Therapy has been adapted to vari-
ous clinical and cultural contexts [22, 30–35], it has 
yet to be evaluated through controlled clinical trials 
in Latin America. A recent scoping review [36] identi-
fied that only Brazil and Mexico have made efforts to 
explore its implementation through case studies, empiri-
cal approaches, or a quasi-experimental study. To the 
authors’ knowledge, no other Latin American countries 
have published research evaluating this intervention. This 
lack of evidence from controlled methodological designs 
not only limits the development of culturally relevant 
clinical recommendations but also prevents examining 
how Dignity Therapy is expressed and gains meaning in 
diverse sociocultural settings, as well as the potential ten-
sions that may arise in its application.

In this context, the present clinical trial aims to gener-
ate evidence on the effectiveness of Dignity Therapy and 
contribute to the advancement of controlled research 
supporting its integration into health systems across 
diverse settings. The study focuses on a context where 
access to palliative care remains limited and structural 
barriers hinder the provision of comprehensive, person-
centered care. This need becomes even more urgent 
in light of persistent gaps in palliative care, particularly 
in oncology, and the structural inequalities that restrict 
access to care that honors what is meaningful to each 
individual, including their sense of dignity and spiri-
tual well-being [37–40]. The findings of this study are 
intended to provide relevant input for the context-sensi-
tive incorporation of this intervention, especially in low- 
and middle-income countries, where these dimensions 
remain critical and still insufficiently addressed.

Discussion  This trial will provide evidence on the feasibility and potential benefits of Dignity Therapy in supporting 
dignity and spiritual well-being among individuals with advanced cancer, while also examining how the intervention 
performs within distinct cultural contexts that may shape perceptions of dignity and end-of-life care.

Trial registration  Registro Brasileiro de Ensaios Clínicos (ReBEC), RBR-8r3vzw5. Registered on 13 October 2025.

Keywords  Palliative care, Dignity, Cancer, Person-Centered approach, Psychotherapy
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Objectives and hypotheses
Primary objective

1.	 To evaluate whether Dignity Therapy, in addition 
to usual palliative care, improves dignity compared 
with usual palliative care alone among hospitalized 
individuals with advanced cancer.

Primary hypothesis
H1: Individuals who receive Dignity Therapy in addition 
to usual palliative care will show greater improvements 
in dignity over the follow-up period compared with those 
who receive only usual palliative care.

Secondary objectives

2.	 To examine whether Dignity Therapy is associated 
with higher levels of spiritual well-being and hope, 
and lower levels of anxiety, depression, and distress 
compared to the control group.

3.	 To explore the temporal evolution of these 
outcomes within each group over the follow-up 
period.

Secondary hypotheses
H2: Individuals who receive Dignity Therapy will exhibit 
higher levels of spiritual well-being and hope, as well as 
lower levels of anxiety, depression, and distress at the end 
of follow-up, compared to the control group.

H3: Scores for dignity, spiritual well-being, anxiety, 
depression, and distress will change significantly over 
time, regardless of group assignment.

Methods
This study is a randomized, exploratory, parallel-group 
clinical trial with a 1:1 allocation ratio and an open-label 
design. The methodology is based on the recommenda-
tions of the European Medicines Agency [41] and the 
criteria of the RoB 2 tool for assessing the risk of bias in 
randomized controlled trials [42]. Although RoB 2 was 
not designed to guide trial design, its integration will sup-
port the identification and mitigation of potential sources 
of bias, including those related to the randomization pro-
cess, deviations from intended interventions, handling 
of missing data, outcome measurement, and selection of 
reported results.

This protocol was developed in accordance with the 
SPIRIT-PRO Extension guidelines [43, 44] (Supplemen-
tary material 1), which provide recommendations for 
the inclusion of patient-reported outcomes (PROs) in 
clinical trials. The final report will follow the CONSORT 
PRO Extension recommendations [44] to ensure a clear, 
full, and transparent presentation of the PRO-related 
findings.

Study period and setting
The study will be conducted between January 2026 and 
March 2027 at the Palliative Care Service (PCS) of Walter 
Cantídio University Hospital (HUWC), a tertiary teach-
ing hospital affiliated with the Federal University of Ceará 
in Fortaleza, Brazil. The hospital offers medical and mul-
tidisciplinary residency programs and provides special-
ized care, particularly in oncology and advanced chronic 
diseases.

The PCS, established in 2016, is staffed by an interdis-
ciplinary team composed of four physicians, two nurses, 
one psychologist, and one social worker, all of whom 
engage in both clinical care and teaching. Additionally, 
the service serves as a permanent site for clinical train-
ing, hosting residents from multiple disciplines such as 
nursing, pharmacy, psychology, social work, nutrition, 
and physical therapy, as well as medical residents spe-
cializing in palliative care, geriatrics, intensive care, and 
neurology. It also regularly welcomes medical and psy-
chology students for supervised clinical rotations.

Care is organized into two main modalities. On the 
one hand, interdisciplinary outpatient care is provided 
through regular consultations for individuals with life-
threatening illnesses. These consultations allow for clini-
cal follow-up, symptom management, care planning, 
family support, and coordination with other profes-
sionals or services as needed. When hospitalization is 
deemed necessary, the team can arrange the individual’s 
admission to available units within the hospital.

On the other hand, inpatient consultations are con-
ducted at the request of treating teams, providing pal-
liative care to individuals admitted to different hospital 
units. This modality includes interdisciplinary assess-
ments focused on symptom control, prognostic evalua-
tion, and the joint support of people living with serious 
illness and their families. Care is tailored to the specific 
needs of each case and integrates clinical, psychological, 
and social dimensions, in keeping with the service’s com-
prehensive approach.

Eligibility criteria
Participant selection will be based on predefined inclu-
sion, exclusion, and discontinuation criteria to ensure the 
intervention’s clinical and cognitive suitability. These cri-
teria are detailed in Table 1.

Sample size
The sample size was calculated using R software (version 
4.1.1), with the primary outcome dignity as the refer-
ence. A standardized effect size (Cohen’s d) of 0.30 was 
assumed, which is considered small to moderate in mag-
nitude. This estimate was based on a meta-analysis [45] 
and on a previous randomized clinical trial of Dignity 
Therapy [25], both of which specifically evaluated sense 
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of dignity as an outcome. The meta-analysis reported 
an overall effect of − 0.38, while the clinical trial found a 
group × time interaction with a partial η² = 0.10, equiva-
lent to f ≈ 0.33 and d ≈ 0.30–0.35. Based on these results, 
an intermediate value was selected, deemed appropriate 
for the exploratory purposes of this study.

The calculation was based on a linear mixed model for 
longitudinal data with three repeated measurements, 
assuming an intra-individual correlation of 0.5 under 
an autoregressive covariance structure of the first order 
(AR [1]). A standardized standard deviation of 1 was 
assumed, consistent with the use of standardized mean 
differences and given the absence of a robust empirical 
estimate for this parameter in the target population. This 
choice allows for greater comparability across studies and 
measurement instruments, which is appropriate in the 
exploratory context of the study.

A significance level of 0.05 and a statistical power of 
80% were set. Based on these parameters, the required 
sample size was estimated at 33 participants per group. 
Considering an anticipated attrition rate of 30% [36], the 
adjusted sample size was 48 participants per group, for a 
total of 96 individuals in the study.

Recruitment and enrollment
Recruitment will take place at the PCS previously 
described, where the principal investigator has main-
tained ongoing participation for over a year as part of 
academic training. This ongoing presence has facilitated 
their integration into the team’s routines, including out-
patient consultations and interdisciplinary discussions. 
Throughout this process, a relationship of trust has been 

established with the service professionals, who are also 
members of the research team.

Participants will be identified through consultation 
requests submitted by the treating teams. Once an indi-
vidual with a diagnosis of advanced cancer is referred 
for follow-up by the palliative care team, their medical 
record will be reviewed to verify compliance with the 
predefined eligibility criteria.

If the individual is deemed potentially eligible, the prin-
cipal investigator, together with a member of the pal-
liative care team and, when possible, a member of the 
treating team with an established prior relationship, will 
present the study as research comparing different forms 
of palliative care. It will be explained that some individu-
als will continue with usual care, while others will receive 
an additional intervention, without providing spe-
cific details that could create expectations or influence 
preferences.

If the individual expresses interest, an initial assess-
ment of functional status will be conducted using the 
Eastern Cooperative Oncology Group (ECOG) Per-
formance Status Scale to verify eligibility according to 
the clinical inclusion criteria. This will be followed by a 
reflective conversation aimed at assessing the individual’s 
overall willingness to participate, taking into account 
their understanding, motivation, and capacity for active 
involvement. This process is intended to ensure that the 
decision is fully informed, voluntary, and appropriate to 
the individual’s situation. Once eligibility is confirmed, 
the informed consent form will be signed and random 
assignment to the study group will take place. Whenever 
possible, baseline assessment will be conducted during 
the same encounter.

Given the sensitive nature of the clinical context, each 
individual will be offered a minimum period of 24  h to 
consider participation, if they so wish. During this time, 
they may ask questions or request clarifications, ensuring 
an informed decision that respects their autonomy.

As an additional strategy, the study protocol will be 
shared with other hospital services that care for individu-
als with advanced cancer, with the aim of expanding the 
reach of recruitment and facilitating the timely identifica-
tion of potential participants. Figure 1.

Allocation
Eligible participants will be randomly assigned to the 
intervention or control group in a 1:1 ratio, using block 
randomization with variable block sizes (blocks of 4, 
6, or 8 participants). This strategy helps maintain bal-
ance between groups throughout the recruitment pro-
cess while minimizing the risk of allocation prediction, 
thereby strengthening allocation concealment and the 
methodological integrity of the study.

Table 1  Participant eligibility criteria
Inclusion criteria Exclusion criteria Discontinua-

tion criteria
1. Age ≥ 18 years.
2. Diagnosis of advanced 
cancer, deemed incurable, 
including solid tumors or 
hematologic malignancies.
3. Life expectancy ≤ 6 months, 
as defined by an ECOG score 
of 3 (detailed in the instru-
ments section) or according 
to the clinical judgment of the 
treating team.
4. Enrolled in Palliative Care.
5. Willingness to participate in 
three or four sessions over a 
period of up to 12 days.
6. Functional ability to com-
municate in Portuguese.

1. Severe cognitive 
impairment (de-
mentia or delirium) 
that compromises 
participation in 
the intervention, 
whether clinically 
evident or identified 
through clinical 
evaluation.
2. Clinical diagnosis 
of severe mental 
illness.
3. Severe language 
disorders that 
interfere with 
comprehension or 
communication.
4. Evidence of collu-
sion of silence.

1. Voluntary 
withdrawal by 
the par-
ticipant after 
initiating the 
intervention.
2. Emergence 
of clinical 
complica-
tions during 
the study that 
significantly in-
terfere with the 
communication 
or understand-
ing required to 
continue the 
sessions.
3. Death during 
the follow-up 
period.
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The allocation sequence will be generated in Python 
(version ≥ 3.8) using random permutations of the possible 
combinations. This task will be carried out by the study 
statistician, who will have no contact with participants 
and no involvement in the recruitment process.

Individual assignment will be carried out using opaque, 
sealed, and sequentially numbered envelopes, prepared 
according to the order generated by the randomization 
sequence. Each envelope will be opened only after the 
individual’s eligibility has been confirmed and informed 
consent has been obtained.

Interventions
Usual palliative care
Participants in the control group will receive only the 
usual palliative care provided by the service’s interdisci-
plinary team. This integral care includes the management 
of physical symptoms (such as pain, dyspnea, or fatigue), 
emotional support, spiritual care in accordance with the 
individual’s beliefs, and social interventions aimed at 
strengthening support networks and planning care.

Dignity therapy
Participants assigned to the intervention group will 
receive the usual palliative care provided by the service, 
as previously described, in addition to Dignity Therapy. 
This intervention will be delivered by the principal inves-
tigator, who completed an 18-hour training course cov-
ering theoretical foundations, ethical considerations, 
and practical activities focused on communication and 
therapeutic skills, and who also participated in a series of 
supervisory meetings with senior faculty experienced in 
Dignity Therapy, palliative care, and the design and con-
duct of clinical trials of Dignity Therapy.

The intervention will follow the original model devel-
oped by Chochinov et al., using the Dignity Therapy 
Question Protocol as a reflective guide for the interview. 
This instrument was previously translated and culturally 
adapted into Brazilian Portuguese, with content valida-
tion yielding an index of 1 for all equivalence items [46].

Sessions will be conducted in a carefully prepared set-
ting, considering both the conditions of the hospital’s 
environment and the individual’s preferences, with the 
goal of ensuring privacy, confidentiality, and comfort. 
Before each session, the therapist will confirm with the 
participant whether the environment feels appropriate 

Fig. 1  Flow diagram of recruitment and enrollment procedures
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and whether they are in condition to take part. This 
check will include factors such as physical comfort, the 
likelihood of interruptions, and the sense of privacy. If 
any needs or concerns arise, necessary adjustments will 
be made before beginning.

The intervention will be carried out over three consec-
utive sessions:

Session 1 (S1): Introduction to the therapeutic process. 
The therapist will explain the purpose of the intervention 
and provide the participant with the printed question 
protocol, inviting them to reflect calmly on the topics 
they consider most relevant to address in the next ses-
sion. This introductory conversation will last approxi-
mately 30 min.

Session 2 (S2): Reflective dialogue. Using the selected 
questions as a starting point, the therapist will facili-
tate a conversational space aimed at promoting dignity, 
allowing the individual to express themselves freely and 
meaningfully. The reflective life interview will be audio-
recorded for transcription purposes and will last approxi-
mately 60 min, with adjustments made according to the 
person’s clinical condition and preferences. 

At the end of the interview, the reflection will be 
transcribed into text format using TurboScribe, an AI-
assisted transcription tool. A member of the research 
team will then review the transcript to ensure its fidelity 
to the original content. The therapist will subsequently 
make aesthetic and readability adjustments to produce 

a prose-format text, referred to as the legacy document, 
presented in a personalized format for all participants.

Session 3 (S3): Review and delivery of the legacy docu-
ment. The document will be provided to the individual in 
printed form (or read aloud, if preferred) and reviewed 
together. Any necessary corrections will be identified and 
the content adjusted accordingly. Finally, the individual 
will be invited to decide whether they wish to share the 
document with a significant other or with their family. 
Figure 2.

Outcomes
Outcomes reported by the individuals will be collected at 
three time points: baseline (T1), upon completion of Dig-
nity Therapy (T2), and one week later (T3). Fig. 2.

Primary outcome
The primary outcome will be dignity impact, assessed 
using the Dignity Impact Scale (DIS) [47].

Secondary outcomes
Secondary outcomes will include the impact of the inter-
vention on levels of spiritual well-being, hope, anxi-
ety, depression, and distress. Spiritual well-being will 
be assessed using the Functional Assessment of Chronic 
Illness Therapy – Spiritual Well-Being 12 Item Scale 
(FACIT-Sp-12) [48]. Hope will be measured using the 
Herth Hope Index (HHI) [49]. Anxiety and depression 
will be assessed with the Hospital Anxiety and Depression 

Fig. 2  Flow diagram of study design, interventions, and assessment time points
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Scale (HADS) [50], and distress will be measured using 
the Distress Thermometer [51].

The selection of these PROs was based on a prior scop-
ing review [36] conducted by the research team, which 
identified the main measures used in clinical trials evalu-
ating Dignity Therapy. This was followed by an internal 
discussion to define the most relevant outcomes, taking 
into account both their clinical relevance and the avail-
ability of instruments validated in Brazilian Portuguese. 
In this context, we prioritized the Dignity Impact Scale 
over the Patient Dignity Inventory—although the latter 
is the most widely used measure—for assessing the pri-
mary outcome, given its conceptual alignment with the 
expected effects of Dignity Therapy, its simplicity and 
lower respondent burden, and the evidence of sensitivity 
to the intervention demonstrated in previous studies [47, 
52].

Data collection methods and instruments
Data collection will be carried out by members of the 
research team. Prior to the start of the study, the team 
will undergo training that will include a detailed review 
of the protocol, guidance on the use of the instruments, 
and practical exercises designed to promote consis-
tency in their application. During the data collection 
phase, regular meetings will be held to monitor progress, 
address questions, and ensure adherence to the estab-
lished procedures.

The instruments will be administered in printed form 
and, preferably, self-completed by participants. In cases 
where health status or individual preferences pose dif-
ficulties, assisted structured interviews will be used. In 
either modality, the research team will be available to 
provide support if needed, whether to clarify items or 
to help complete responses. This approach is intended 
to facilitate comprehension of the instruments, reduce 
cognitive and emotional burden, and promote active, 
autonomous, and respectful participation in the evalua-
tion process.

Measurements will be conducted at the three previ-
ously defined time points (T1, T2, and T3), using the fol-
lowing instruments:

ECOG performance status scale
This instrument is a widely used tool in clinical settings 
and palliative care research. Its purpose is to estimate the 
degree of autonomy in performing daily activities among 
individuals with advanced oncologic disease. The scale 
ranges from 0 (fully active) to 5 (deceased). Although it 
has not undergone formal psychometric validation for 
Brazilian Portuguese, it is widely used in national clinical 
practice and recognized by leading institutions in oncol-
ogy and palliative care [53].

Sociodemographic and clinical data questionnaire
Sociodemographic and clinical data will be collected 
using a questionnaire adapted from previous studies [54, 
55]. It will include information on sex, gender identity, 
age, race/ethnicity, marital status, educational level, reli-
gion, support networks, household income composition, 
and access to social benefits.

With respect to clinical data, information will be col-
lected on cancer type and time since diagnosis, the 
presence of relevant comorbidities, current use of psy-
chotropic medications, and ongoing palliative oncologic 
treatments. In addition, recent participation in struc-
tured psychosocial or spiritual interventions other than 
Dignity Therapy will be recorded, excluding routine reli-
gious practices not specifically organized as a form of 
support in the context of illness.

Edmonton symptom assessment system (ESAS)
This instrument is used to monitor the intensity of com-
mon physical and emotional symptoms in palliative care. 
It includes 10 items rated on a scale from 0 to 10, with 
higher scores indicating greater symptom intensity. The 
Brazilian Portuguese version was validated by Paiva et 
al. (2015) [56], demonstrating satisfactory internal con-
sistency (α = 0.861) and good test-retest reliability. In 
this study, ESAS will not be considered a formal second-
ary outcome, as Dignity Therapy is not directly aimed at 
managing physical symptoms. However, it will be admin-
istered at all three assessment points (T1, T2, and T3) 
with the goal of characterizing participants’ clinical sta-
tus, controlling for potential confounding variables, and 
exploring associations between symptom burden and 
response to the intervention.

Dignity impact scale
The DIS assesses the perceived impact of Dignity Therapy 
in individuals with advanced illness, addressing dimen-
sions such as meaning, purpose, preparation for death, 
and benefits for the family. It consists of seven items 
rated on a 5-point Likert scale, with the mean score 
reflecting the overall level of impact; higher values indi-
cate greater dignity-related benefit. The scale has dem-
onstrated adequate internal consistency (α = 0.80–0.85) 
and sensitivity to intervention in multicenter clinical tri-
als [47, 52]. In this study, the Brazilian Portuguese version 
of the DIS—currently undergoing translation and cross-
cultural adaptation—will be used. The data obtained will 
also contribute to the psychometric validation of this ver-
sion in the Brazilian context.

Spiritual well-being
Spiritual well-being will be assessed using the FACIT-
Sp-12, version 4 [48]. The instrument consists of 12 
items organized into three subscales: meaning, peace, 
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and faith, each rated on a 5-point Likert scale, with some 
items reverse-coded. The Brazilian Portuguese ver-
sion was obtained under license from the FACIT group, 
which granted formal authorization for its use in this 
study, ensuring the validity and reliability of the adapted 
version.

Herth hope index
This tool assesses the level of hope in individuals with 
chronic illnesses through 12 Likert-type items, with 
scores ranging from 12 to 48, where higher values indi-
cate greater hope. Two items (3 and 6) are reverse-
scored. The Brazilian Portuguese version was validated 
by Sartore and Grossi [49] in a sample composed of 
people receiving oncology care, individuals living with 
type 2 diabetes, and caregivers. It demonstrated adequate 
internal consistency (α = 0.834), good test-retest reliabil-
ity, and both convergent and divergent validity with self-
esteem and depression scales.

Hospital anxiety and depression scale
The HADS assesses emotional symptoms in individuals 
with physical illnesses and is widely used as a screen-
ing tool for anxiety and depression in hospital settings. 
It consists of 14 items divided into two subscales—anxi-
ety and depression—with 7 items each, scored indepen-
dently. Each item is rated on a scale from 0 to 3, with 
total scores ranging from 0 to 21 for each subscale, where 
higher scores indicate greater emotional discomfort. The 
Brazilian Portuguese version was adapted in 2007 [50] 
and has demonstrated adequate internal consistency: α = 
0.76 for anxiety and α = 0.81 for depression.

Distress thermometer
The Distress Thermometer, developed by the National 
Comprehensive Cancer Network (NCCN), is a brief 
screening tool used to assess the level of distress per-
ceived by an individual over the past week. It consists of 
a visual scale ranging from 0 (no distress) to 10 (extreme 
distress), with scores of 4 or higher typically considered 
indicative of clinically relevant distress. The Brazilian 
Portuguese version is officially available in the NCCN 
guidelines, supporting its validity and use in this study 
[51].

Experience with dignity therapy
The experience of individuals with Dignity Therapy will 
be assessed through an open-ended question inviting 
them to express, in their own words, what participating 
in the intervention meant to them. This question will be 
asked and audio-recorded by the researcher, after the 
delivery of the legacy document (T2), and only to par-
ticipants in the intervention group. Participation will be 

voluntary and carried out with respect for each individu-
al’s emotional readiness. Figure 2.

Blinding
This study will not be blinded for participants or the ther-
apist, as the nature of the intervention makes it impos-
sible to conceal group allocation. To mitigate potential 
biases, the instruments will preferably be self-adminis-
tered by the participants, with support from the research 
team provided only when necessary. Statistical analysis 
will be conducted by a professional external to the clini-
cal team and blinded to group allocation, in order to pre-
serve objectivity in the interpretation of the results.

Pilot study
Given the nature of the phenomenon under investigation 
and the characteristics of the intervention, a pilot study 
will be conducted to assess the feasibility of the proposed 
procedures, the acceptability of the intervention, and the 
overall operability of the study protocol. The pilot study 
will follow the same methodological guidelines as the 
main trial, except for the sample size.

The sample size for the pilot study was calculated based 
on the probability of identifying at least one event that 
could interfere with follow-up, with death being one of 
the most frequent outcomes in studies involving indi-
viduals at an advanced stage of illness. Following the 
approach proposed by Viechtbauer et al. [57] and assum-
ing an estimated event rate of 30%, a sample of 9 par-
ticipants would be sufficient to observe at least one such 
case with 95% confidence. For operational purposes, this 
number was rounded to 10 participants to facilitate study 
implementation.

Statistical analysis
Data will be entered into the REDCap platform and 
analyzed using the Python programming language (ver-
sion ≥ 3.8), with core libraries including pandas, numpy, 
statsmodels, and matplotlib. Continuous variables will be 
described using measures of central tendency (mean and 
median) and dispersion (standard deviation), while cat-
egorical variables will be presented as absolute and rela-
tive frequencies, along with their respective confidence 
intervals.

The primary analysis will be conducted using a linear 
mixed model, which will include fixed effects for group 
(intervention vs. control), time (T1, T2, T3), and the 
group × time interaction, as well as random effects at 
the participant level to account for intra-individual vari-
ability. An autoregressive covariance structure of the first 
order (AR [1]) will be assumed, as it is appropriate for 
repeated measurements over short time intervals.

Model assumptions will be evaluated, including the 
normality of residuals, homogeneity of variances, and the 
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adequacy of the covariance structure. In case of viola-
tions, alternative structures (such as compound symme-
try or unstructured) or robust estimation methods will 
be considered, with the most appropriate model selected 
based on fit indices such as AIC or BIC.

The primary effect of interest will be the group × 
time interaction, which will allow for the evaluation of 
whether changes in dignity differ between groups over 
the course of follow-up. Analogous models will be used 
for the secondary outcomes (spiritual well-being, anxiety, 
depression, and distress). When clinically appropriate, or 
if relevant imbalances are identified at baseline, the mod-
els will be adjusted for potentially confounding sociode-
mographic and clinical variables.

All analyses will follow the intention-to-treat (ITT) 
principle, preserving the participants’ original group 
assignments. Additionally, a per-protocol (PP) analysis 
will be conducted to explore the effects among those who 
complete the intervention as planned. Missing data will 
be handled using multiple imputation via Markov Chain 
Monte Carlo (MCMC), with sensitivity analyses con-
ducted to verify the robustness of the results.

Given the exploratory approach of the study and the 
inclusion of multiple outcomes, a stricter threshold for 
statistical significance (p < 0.01) will be adopted to reduce 
the risk of Type I errors.

To ensure the rigor and transparency of the statistical 
procedures, a detailed Statistical Analysis Plan was pre-
registered in the Open Science Framework, specifying all 
analytic steps, procedures for handling missing data, and 
planned sensitivity analyses (​h​t​t​p​​s​:​/​​/​d​o​i​​.​o​​r​g​/​​1​0​.​​1​7​6​0​​5​/​​O​S​
F​.​I​O​/​3​N​R​V​Y).

Monitoring
Study monitoring will be carried out by the principal 
investigator and an external member who is not part 
of the research team. Together, they will coordinate 
monthly meetings with the team to follow the progress of 
the trial, review protocol adherence, and assess the qual-
ity of the collected data. These meetings will be collabor-
ative, aiming to identify opportunities for improvement, 
resolve methodological questions, and ensure that pro-
cedures remain aligned with the study objectives. Spe-
cial attention will be given to adherence in the collection 
and recording of PROs. Any difficulties that arise may be 
addressed directly with the principal investigator, allow-
ing for timely and context-sensitive responses.

Throughout each study visit, participants will be closely 
supported in order to identify any difficulties related to 
their participation. When needed, the intervention of 
the service’s psychologist may be requested to address 
emotional events that arise during or after the deliv-
ery of Dignity Therapy, thereby ensuring a timely and 
appropriate clinical response. To minimize the burden 

associated with assessments, these will be scheduled at 
times compatible with each participant’s availability and 
clinical condition. Mechanisms will be implemented to 
detect missing data early, and, if necessary, participants 
will be contacted to complete the information, always 
with a respectful approach centered on their well-being. 
Should any ethically relevant situations arise during the 
study, they will be reported and discussed with the hos-
pital’s ethics committee, ensuring that all decisions made 
uphold the participants’ rights, dignity, and autonomy.

Ethics and dissemination
This study was approved by the Research Ethics Com-
mittees of the Federal University of Ceará and the Wal-
ter Cantídio University Hospital, and was registered in 
the Brazilian Clinical Trials Registry. All procedures will 
adhere to the ethical principles outlined in the Belmont 
Report and comply with current Brazilian regulations 
(Resolution No. 466/2012).

Participation will require the signing of the Free and 
Informed Consent Form by the participant or their legal 
representative, in accordance with established ethi-
cal guidelines. Comprehension of the document and 
the voluntary nature of participation will be ensured. 
Data protection will be carried out in accordance with 
the Brazilian General Data Protection Law (Law No. 
13.709/2018).

Recordings of the Dignity Therapy sessions will be 
made exclusively on hospital premises and transferred 
to a secure server immediately afterward. Each partici-
pant will be identified by an alphanumeric code, with 
no names or personal information directly linked to the 
collected data. Only authorized members of the research 
team will have access to this information.

Although individual data will not be publicly available, 
they may be shared with other researchers through justi-
fied and approved requests, in accordance with national 
regulations on research collaboration and data sharing. 
Throughout the entire process of data collection, analy-
sis, and dissemination of results, participant confidential-
ity and anonymity will be strictly maintained.

The study results will be disseminated through publica-
tions in peer-reviewed scientific journals and presentations 
at national and international scientific events, promoting 
access to the knowledge generated while upholding ethical 
principles in the communication of findings.

Discussion
This study proposes a randomized clinical trial to evalu-
ate the effects of Dignity Therapy on dignity and spiritual 
well-being among hospitalized individuals with advanced 
cancer, within the context of palliative care in Brazil. It 
is the first controlled study in the country and in Latin 
America to examine the effectiveness of this intervention.

https://doi.org/10.17605/OSF.IO/3NRVY
https://doi.org/10.17605/OSF.IO/3NRVY
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Among the strengths of this protocol are its controlled 
methodological approach, developed in collaboration with 
multidisciplinary professionals experienced in palliative care 
and Dignity Therapy, whose perspectives have enriched the 
methodological decisions. Notable features also include the 
use of appropriate statistical models for longitudinal data 
analysis and the inclusion of PROs, in alignment with inter-
national SPIRIT-PRO and CONSORT-PRO recommen-
dations. Additionally, including a measure of experience 
will help capture the subjective perceptions of participants 
receiving the intervention, providing a complementary per-
spective to the quantitative data.

The study acknowledges methodological limitations 
inherent to its design and implementation context. 
Although the sample size was estimated using statisti-
cal procedures appropriate to the primary objective, its 
exploratory and single-center nature may limit the gen-
eralizability of the findings to other clinical or population 
settings. Regarding blinding, it is clarified that Dignity 
Therapy, due to its relational and personalized nature, 
does not allow for, nor aim at, therapist blinding, as its 
therapeutic meaning is constructed jointly with the indi-
vidual. Nevertheless, to mitigate potential bias in out-
come assessment, the protocol includes measures such as 
blinding of the statistical analysis and the preferred use of 
self-administered instruments.

The findings of this study may provide relevant empiri-
cal evidence on the effects of Dignity Therapy in individ-
uals with advanced cancer within the Brazilian context. 
By integrating clinically meaningful outcomes and the 
subjective experiences of the participants themselves, the 
study will contribute to a more comprehensive under-
standing of the intervention’s impact and how it gains 
meaning in different sociocultural settings. In addition to 
informing clinical practice in palliative care, the results 
may guide future research in other Latin American coun-
tries, support the development of multicenter studies, 
and inform public policies that promote culturally con-
textualized psychosocial interventions centered on what 
individuals value at the end of life.
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