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Abstract
Background  Prolonged grief disorder (PGD) affects a significant proportion of bereaved people and may be 
especially burdensome in later life, when cumulative losses, health problems, and reduced social resources can hinder 
adjustment. Grief support is often reactive, and many older adults do not access timely, appropriate care. GriefDiff will 
study a differentiated, community-based model that matches intervention intensity and format to individual risk and 
relational needs.

Methods  GriefDiff is a mixed-methods (QUAN→QUAL) protocol. The quantitative component is a three-arm, 
tiered, parallel-group superiority randomised controlled trial delivered in community settings across Portugal, in 
collaboration with a national grief association. Eligible participants are Portuguese adults aged ≥60 years, bereaved 
1–12 months, with a significant emotional bond to the deceased. After consent, participants complete a grief-risk tool 
and a mutuality-based relational-needs screener. Stratified block randomisation allocates participants to Information 
and Grief Literacy (IGLiteracy; one group session plus bi-weekly SMS reminders), an Individual Self-Help Program 
(ISelfHP; older-adult web app with optional offline materials and brief telephone guidance), or Moderated Self-Help 
Groups (MSHGroups; manualised weekly groups). Assessments occur at baseline, 3 months (post) and 6 months 
(follow-up). The primary outcome is prolonged grief symptoms; secondary outcomes are depression and anxiety. 
Target sample is N=324 (108/arm). Analyses will follow an intention-to-treat approach and will use mixed-effects 
models for repeated measures with fixed-sequence gatekeeping. Qualitative focus groups will compare matched 
versus non-matched allocations to clarify perceived fit, identify barriers, and inform future implementation strategies 
for differentiated grief care.

Discussion  Developing scalable, differentiated community responses will help address a growing societal challenge 
while meeting the needs of older adults. By evaluating programme effectiveness and refining the screening 
procedure, this study aims to inform the development and implementation of needs-based grief care in community 
settings.

Trial registration  ClinicalTrials.gov, NCT07433101; registered on 2026-02-25.
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Background
In most Western countries, advances in health and social 
welfare mean that increases in life expectancy will lead 
to a larger proportion of older adults. In Portugal, as in 
most European countries, by 2050, approximately one 
in three individuals will be over 65 years old [1]. Aside 
from the opportunities that arise from this evolution, 
several challenges are present, including vulnerabilities 
to chronic illness, physical frailty and cognitive decline. 
Beyond these physical effects, psychological and social 
issues such as grief and loss have received little attention. 
Although grief is a natural process, we as a society tend 
to address death as an uncomfortable issue, and adverse 
grief reactions are overlooked. While most people man-
age their grief process satisfactorily, it is estimated that 
1 in 10 older adults develops prolonged grief disorder 
(PGD) [2–4]. Old age is a significant risk factor for PGD 
due to specific vulnerabilities associated with ageing, 
including poor social networks, economic impacts, and 
health-related issues [5–7]. This means that adverse grief 
reactions in older adults are a relevant societal challenge 
that will tend to worsen in the coming decades.

Most current responses to grief are delayed, focus-
ing on dysfunction and prolonged grief reactions. Fur-
thermore, a significant proportion of older adults never 
receive the support they need [8]. Considering the 
increase in life expectancy, the most suitable response 
should be both community-based – to proactively reach 
individuals in need – and differentiated to address indi-
viduals with relevant risk indicators and those who need 
broader preventive interventions [9]. This approach is 
consonant with the WHO’s proposed organisation of 
mental health care [10] and the pyramid-like organisation 
of care for addressing grief reactions [11, 12]. In these 
proposals, low-intensity approaches (e.g., psychoeduca-
tion, self-care, self-managed interventions) focused on 
prevention or early intervention should be widely avail-
able. More intensive interventions should be reserved for 
individuals who show a more adverse grief reaction.

Despite clinical soundness, research on the differenti-
ated organisation of care in grief remains scarce. Two 
models have been applied to grief care: (a) stepped care, 
in which the low-intensity interventions are provided 
universally, with more intensive interventions being pro-
vided subsequently when needed; and (b) matched care, 
in which lower and higher intensive or different types 
of interventions are provided according to a screening 
of the users (e.g., levels of symptom). A few studies have 
used a stepped-care approach [13, 14]. Kentish-Barnes 
and collaborators [14] showed the efficacy of a three-step 

program delivered throughout the grief process after a 
death in an intensive care unit. Steped care programs, 
like this, show promise comparable to individual inter-
ventions, with some indications of greater effectiveness. 
The second alternative – matched care approaches – seek 
to assess those in greater need and provide more inten-
sive care initially.

A few studies have adopted this matched approach. 
Shear and colleagues [15] compared interventions based 
on symptom evaluation. The grief-specific intervention 
increased the effectiveness of the response, based on 
symptom profile. Kissane and collaborators [16] used a 
relational index to test the suitability of screening for a 
family-based intervention compared with an individual 
approach. This differentiation was useful for provid-
ing family-based approaches. While studies adopting 
matched care approaches remain scarce, they show 
promise in improving response effectiveness. One impor-
tant issue is that the variables and are used for matching. 
While the severity of symptoms or other psychopatho-
logical aspects [15] remains central, other variables 
related to the grief process, like avoidance or coping [17–
19] or relational dimensions, like attachment styles [20, 
21], are being studied.

The main goal of this study is to evaluate a compre-
hensive, community-centred approach to addressing 
grief among older adults. It adopts a tiered, needs-based 
model designed to mitigate the negative effects of grief by 
providing tailored support at different levels. Three inter-
vention levels are considered: Information and Grief Lit-
eracy (IGLiteracy), which serves as a control; Individual 
Self-Help Program (ISelfHP); and Moderated Self-Help 
Groups (MSHGroups). Each level builds on the previous 
one: ISelfHP includes informational support, while MSH-
Groups incorporates both self-help and informational 
resources. Older adults will receive targeted interven-
tions based on a systematic assessment of their individual 
needs and risk.

Three specific aims are proposed. Firstly, it aims to 
evaluate the impact of the three interventions tailored to 
the individual needs and risk factors of older adults. We 
hypothesise that matching needs/risk to interventions 
will increase the effectiveness of care. Second, it aims to 
explore key factors - such as socioeconomic status, social 
support, and grief-related characteristics (e.g., nature of 
the loss, relationship to the deceased) - that influence 
engagement with these interventions. Thirdly, we aim to 
explore the personal experiences, needs, and challenges 
of older adults following the interventions through in-
depth focus groups.

Keywords  Grief, Older adults, Matched care, Randomised controlled trial, Community-based intervention, Digital 
intervention, Group intervention, Mixed methods
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Methods
Study design
This mixed-methods study follows a QUAN → QUAL 
design. The quantitative stage employs a superiority ran-
domised controlled trial (RCT) of a three-arm, tiered, 
parallel-group intervention to address grief in older 
adults. The model includes three intervention levels: 
Information and Grief Literacy (IGLiteracy), Individ-
ual Self-Help Program (ISelfHP), and Moderated Self-
Help Groups (MSHGroups). IGLiteracy is considered 
a minimum intervention control condition for the two 
higher-intensity interventions. The absence of a non-
intervention control is justified on ethical grounds, given 
the community context in which it is applied and con-
sidering the vulnerability of older adults in this context. 
Randomisation will test both efficacy and the matching 
hypothesis, whereby intervention intensity is aligned 
with participants’ risk and relational needs profiles.

The qualitative component will consist of focus groups 
designed to extend and explain quantitative outcomes by 
exploring participants’ experiences, perceived usefulness, 
unmet needs, barriers to engagement, and adherence 
factors. Focus groups will compare the experiences of 
participants whose allocation was matched versus non-
matched to their risk/needs profile.

Recruitment and setting
The study will take place in a community setting across 
Portugal, through a partnership with InLuto, a national 
grief association. InLuto and its partner community 
entities will also serve as venues for participants to con-
tact. The main sources of referral will be social organisa-
tions dedicated to supporting the community, including 
elderly associations, hospitals, primary care and other 
community-based services. Recruitment will be comple-
mented by targeted social media outreach and participa-
tion in relevant forums to reach the required sample and 
engage participants. Considering existing community 
networks, participants are expected to be recruited from 
several Portuguese regions. Partner organisations will 
be asked to refer all eligible participants in their care. A 
standardised contact protocol will define when and how 
participants are contacted, and recruitment will be moni-
tored against predefined milestones.

The trial sponsor is ISPA – Instituto Universitário, 
which also serves as the coordinating centre. The prin-
cipal investigator is responsible for scientific leadership, 
protocol compliance, and oversight of trial delivery. A 
trial management group (principal investigator and co-
investigators) will meet regularly to review recruitment, 
retention, adherence, and any safety concerns, and to 
manage operational decisions. Trained research staff will 
conduct screening, obtain informed consent, coordinate 

randomisation procedures, and support scheduling of 
assessments and intervention delivery.

Participants
Participants will be older Portuguese adults aged 60 or 
older who experienced the death of an individual with 
whom the participant had a significant emotional bond 
(e.g., spouse/partner, close family member, or highly 
meaningful relationship). The age interval reflects the 
typical Portuguese retirement age and accounts for the 
transition to old age. The death must have occurred 
between one month and one year before recruitment. 
This timeframe ensures the grieving process is still active 
and that the intervention may have preventive value for 
prolonged grief. Exclusion criteria are: (a) a self-reported 
diagnosis of a serious mental disorder within the past 
year; (b) significant cognitive impairment reported dur-
ing screening; and (c) current engaged in psychological 
treatment or intention to initiate treatment during the 
study. Taking psychiatric medication will not be an exclu-
sion criterion, but it will be monitored. Participants with 
relevant suicidal ideation and intention – assessed clini-
cally at T0 - will be referred to a suitable service. Physi-
cal limitations that could hinder the use of digital means 
are not considered exclusion criteria, as offline modali-
ties will be offered to those who need them. A specific 
effort will be made to gather participants who are usually 
underrepresented, namely, men and people of low socio-
economic status. This will be achieved through targeted 
messages and targeted outreach to community partners 
working directly with these populations.

Screening and randomisation
Individuals referred by community partners will be 
assessed for eligibility. Eligible participants will be 
informed about the study and asked to sign the informed 
consent form. Participants will then be asked to complete 
the two screening tools: the Prolonged Grief Screening 
Tool (PGST) [22] and the Mutuality subscale of the Rela-
tional Needs in Grief Scale (RNGS) [23]. Final cut-offs are 
defined a priori (e.g., low, moderate, and high risk), based 
on available validation data. Participants will be clas-
sified according to risk level based on the PGST score. 
low (≤ 12), moderate (≥ 13 and ≤ 14) and high (≥ 15). 
Participants will be classified into relational needs cat-
egories based on the relational needs mutuality subscale 
score: low (≤ 6) or high (≥ 7). These cut-offs are based 
on median data from the adaptation studies, except for 
high risk, which is based on the predictive value of a PGD 
score on the PG-13-R [22, 24].

Effective matching is hypothesised to be: (a) low-risk 
participants - IGLiteracy; b) moderate/high risk & low 
relational needs - ISelfHP – ?; and (c) moderate/high risk 
& high relational needs - MSHGroups. Randomisation 
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is stratified in two tiers: (1) low- and moderate-risk par-
ticipants are randomised either to IGLiteracy or to one 
of the higher-intensity interventions (ISelfHP or MSH-
Groups); and (2) within the moderate/high-risk strata, 
participants are further stratified by relational needs (low 
and high) and randomised between ISelfHP and MSH-
Groups. Participants classified as high risk will not be 
randomised to IGLiteracy. This is done for ethical rea-
sons to avoid offering the low-intensity intervention to 
high-need participants. Randomisation follows a 1:1:1 
schedule, within predefined risk × needs strata, based 
on the screening assessment. Within each stratum, block 
randomisation (block sizes of 6) will be used to ensure 
balanced group sizes.

The allocation sequence will be generated by an inde-
pendent member of the research team who is not 
involved in participant enrolment or outcome assess-
ment, using a computer-generated randomisation sched-
ule. The allocation sequence will be implemented using 
a centralised, password-protected electronic randomi-
sation file. Group assignments will remain concealed 
from enrolment staff until a participant has completed 
the screening and has been irreversibly entered into the 
randomisation system. While participants will not be 
blinded to the assigned intervention, concealment will 
be maintained regarding the matching status (matched 
vs. non-matched) for the participant and the researcher 
accompanying the interventions. Following randomisa-
tion, participants enter the intervention stage. For all 
three interventions, participants first attend an initial 
group meeting, where the details of the specific inter-
vention are presented, and the baseline assessment is 
conducted.

Interventions and participation timeline
Three interventions will be included over three months: 
Information and Grief Literacy (IGLiteracy), Individual 
Self-Help Program (ISelfHP), and Moderated Self-Help 
Groups (MSHGroups). The interventions will focus on 
promoting the grief process and preventing Prolonged 
Grief Disorder. While IGLiteracy could be considered a 
universal intervention, both ISelfHP and MSHGroups are 
designed as selective psychological interventions and will 
follow existing guidelines for developing and implement-
ing psychological interventions [25]. ISelfHP and MSH-
Groups follow the integrative model of grief intervention 
[26, 27].

1) Information and Grief Literacy (IGLiteracy). IGLit-
eracy focuses on enhancing participants’ understanding 
of bereavement by providing information on common 
and uncommon grief responses, as well as resources for 
seeking help. It is centred on a single group session that 
introduces fundamental concepts and materials. Follow-
ing this session, participants who consent will receive 

bi-weekly text reminders (via SMS) to reinforce key con-
cepts and resources presented in the initial session.

2) Individual Self-Help Program (ISelfHP). This digital 
psychological intervention will be implemented in a web-
based application specifically designed for older adults. 
The intervention aims to promote personal well-being 
and foster the grief process. It emphasises self-care, emo-
tional regulation, grief elaboration, and the acceptance of 
emotions, while offering guidance to encourage adher-
ence. The intervention involves: (a) psychoeducation; (b) 
emotional regulation and well-being promotion; and (c) 
grief elaboration and acceptance. To respond to different 
needs and ways of grieving, no specific set of modules 
or minimum dose is set. Participants will be encouraged 
to complete at least one exercise per week. Engagement 
with the digital intervention (e.g., log-ins, time spent, 
modules completed) will be monitored and considered 
in the analysis. The intervention is designed to include 
reminders and prompts that respond to usage (e.g., 
reduced usage, negative intermediate assessments). Par-
ticipants allocated to ISelfHP will be contacted by phone 
during the program to encourage engagement, clarify 
doubts, and provide motivational support, ensuring min-
imal but meaningful guidance. Personalisation is based 
on users’ preferences, and usage is monitored. A non-dig-
ital alternative (i.e., a book with the same contents) will 
be offered for participants with low digital literacy.

3) Moderated Self-Help Groups (MSHGroups). MSH-
Groups is a manualised self-help group facilitated by a 
trained professional. It is a semi-structured and flexible 
intervention to foster peer support and shared under-
standing. The intervention is structured around specific 
topics, including grief process, emotional regulation, 
acceptance, guilt, and grief elaboration. It provides a safe 
and compassionate environment to share experiences, 
normalise feelings, and learn practical coping strate-
gies from peers. The sessions are weekly, and the group 
sessions are scheduled to last 3  h. The group ends with 
a closing session focused on relapse prevention and pro-
motion of continuous elaboration. MSHGroups will use 
attendance records and post-session participant feed-
back to monitor adherence and perceived usefulness. The 
moderator of this group will be a psychologist with spe-
cific training in this intervention. To ensure adherence 
to procedures, the moderator will maintain a detailed 
record of each session and will be supervised.

Public involvement contributed to intervention plan-
ning through collaboration with the community part-
ner (inLuto), and consultation focused on acceptability, 
accessibility, and participant burden. The community 
partners also support recruitment procedures and will 
assist with dissemination through a plain-language sum-
mary of findings. All materials used in the different inter-
ventions are culturally adapted in collaboration with 
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community partners. Assessments occur at baseline, 
post-intervention (3 months), and follow-up (3 months). 
The overall flow of participants through the trial is 
depicted in Fig. 1 (CONSORT flow diagram).

Outcomes and other measurements
A sociodemographic and death-related questionnaire 
will assess: (a) social and demographic characteristics; 
(b) death-related characteristics (e.g., type of death, rela-
tionship with the deceased, previous care status); and (c) 
post-death impacts (e.g., living status, relationship status 
change). Engagement and completion of the intervention 
tasks will also be quantitatively assessed. All self-report 
measures will be administered via Qualtrics, with a 
researcher available to assist with the assessment.

The initial screening will be based on two instruments. 
First, the Relational Needs in Grief Scale (RNGS), devel-
oped by Coelho and colleagues [23]. It is a 11 item self-
report measure based on Erskine’s [28] Relational Needs 
Theory, assessing perceived relational support needs in 
grief across different components (e.g., security, valida-
tion, appreciation). The RNGS comprises two subscales: 
Need for Protection and Validation (9 items) and Need 
for Mutuality (3 items). Items are rated on a 5-point 
Likert scale (1 = “nothing” to 5 = “extremely”), yielding 
subscale and total scores; higher scores indicate stronger 

perceived relational needs in the context of grief. The 
RNGS showed a stable two-factor structure, excellent 
internal consistency (α ≈ 0.81–0.94; ω ≈ 0.81–0.95) and 
good convergent, discriminant, and incremental validity 
in a sample of 354 bereaved adults.

The Prolonged Grief Screening Tool (PGST) [22] is a 
brief 5-item self-report checklist developed to identify 
bereaved adults at elevated risk of developing Prolonged 
Grief Disorder. Items assess loss-related anger and guilt, 
perceived closeness to the deceased, concurrent stress-
ful life events, and perceived ability to cope with the loss, 
rated on 5-point Likert scales and summed to yield a total 
score (5–25), with higher scores indicating greater risk. A 
preliminary validation study in a community sample sup-
ported its predictive validity for grief severity.

Primary outcome measures
The primary outcome will be grief symptoms, mea-
sured with the Prolonged Grief Disorder – 13 Revised 
(PG-13-R) [24]. The PG-13-R is a 13-item self-report 
questionnaire assessing DSM-5-TR prolonged grief dis-
order symptoms in bereaved adults. Ten items are rated 
on a 5-point Likert scale (1 = “not at all” to 5 = “over-
whelmingly”) to signal frequency/severity of grief symp-
toms. Three items assess the occurrence of a significant 
loss, time since the death, and associated functional 

Fig. 1  CONSORT Flow Diagram — Matched Three-Intervention Trial (GriefDiff )
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impairment, yielding a symptom severity score typically 
ranging from 10 to 50. The PG-13-R has shown a uni-
dimensional structure, good internal consistency (α ≈ 
0.83–0.93) and strong convergent, discriminant, and pre-
dictive validity across several international samples.

Secondary outcome
The secondary outcome considered will be depression 
and anxiety, measured by the Depression, Anxiety and 
Stress Scales – Short Form (DASS-21) [29]. The DASS-21 
is a 21-item self-report questionnaire that assesses symp-
toms over the previous week. It comprises three 7-item 
subscales: Depression (low mood, anhedonia, hopeless-
ness), Anxiety (physiological arousal, fear, panic) and 
Stress (tension, irritability, difficulty relaxing). Items are 
rated on a 4-point Likert scale (0–3), and subscale scores 
are summed (often doubled) to yield severity indices for 
each domain.

Predictors
Three variables (i.e., traumatic stress, attachment, and 
social support) will be measured to conduct explana-
tory analyses to inform future refinements of the match-
ing procedure by exploring the moderating effect of the 
interventions’ outcomes. The following three instruments 
will be used for this effect. The Impact of Event Scale 
IES-R-6 [30, 31] is a brief 6-item self-report measure 
of posttraumatic stress symptoms related to a specific 
event, covering intrusion, avoidance and hyperarousal. 

Items are rated on a 5-point Likert scale and summed 
to yield a total severity score. The Experiences in Close 
Relationships – Relationship Structures (ECR-RS) [32] 
is a 9-item self-report measure of adult attachment that 
assesses attachment-related anxiety and avoidance in 
emotionally close relationships. Nine items rated on a 
7-point Likert scale are combined into two subscales - 
Avoidance (6 items) and Anxiety (3 items) - with higher 
scores reflecting more avoidant or anxious attachment. 
The Multidimensional Scale of Perceived Social Support 
(MSPSS) [29, 30] is a 12-item self-report questionnaire 
that assesses perceived adequacy of social support from 
three sources: Family, Friends, and a Significant Other. 
Items are rated on a 7-point Likert scale and averaged to 
yield subscale and total scores, with higher values indi-
cating greater perceived support.

Instruments will be filled on the screening, T0, T1 and 
follow-up as described in Table 1.

Data management and dissemination
Data will be collected electronically (Qualtrics) and 
stored on a secure, access-controlled ISPA – Insti-
tuto Universitário server. Participants will be assigned 
unique study codes; the identification key will be stored 
separately and restricted to authorised personnel. Only 
authorised research staff will access password-protected 
datasets. Data quality will be ensured via predefined 
coding rules and routine completeness, range, and 

Table 1  Schedule of enrolment, interventions, and assessments
SPIRIT item Enrolment and 

Allocation
T0 base-
line / Initial 
session

Intervention 
period (0–3 
mo)

T1 3 mo 
(post)

T2 6 mo 
(follow-
up)

Eligibility screen X

Informed consent X

RNGS Mutuality Subscale, Prolonged Grief Screening Tool X

RandomisationAllocation disclosed X

Initial group meeting X§

Baseline assessments: (e.g., Sociodemographic, death-related, post-death 
impacts)

X

Primary outcome — PG‑13‑R X X X

Secondary outcomes - Anxiety & depression (DASS‑21) X X X

Posttraumatic stress (IES‑R‑6) X X

Attachment (ECR‑RS) X X

Perceived social support (MSPSS) X X

Engagement/Adherence: IGLiteracy — message engagement + brief 
survey

Prompts (0–3 
mo)

X

Engagement/Adherence: ISelfHP — website analytics (usage, module 
completion)

Usage analytics 
(0–3 mo)

X

Engagement/Adherence: MSHGroups — attendance logs + post‑session 
feedback

Weekly ses-
sions (0–3 mo)

X

Qualitative focus groups (sub‑sample) X

Access to intervention materials after 3 months (IGLiteracy/ISelfHP 
resources)

Access 
continues

Access 
continues
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consistency checks, with all cleaning decisions docu-
mented prior to analysis.

Data management responsibilities (including database 
setup, access control, audit trails/record keeping, routine 
data quality checks, and preparation of the analysis data-
set) will be undertaken by the ISPA research team. Given 
the low-risk psychosocial nature of the interventions, 
no independent data monitoring committee is planned, 
and no interim efficacy analyses are scheduled. There 
will be no endpoint adjudication committee; outcomes 
will be assessed using standardised self-report measures 
and analysed according to a pre-specified analysis plan. 
Trial conduct (recruitment, adherence, data complete-
ness, and safety signals) will be reviewed regularly by the 
study team, and the principal investigator may pause or 
stop the trial in consultation with the ethics committee if 
unexpected safety concerns arise.

Findings will be disseminated through peer-reviewed 
publications and presentations at scientific conferences. 
A plain-language summary will be shared with partici-
pants and community partners, and the trial registration 
record will be updated in line with registry requirements 
(including summary results, where applicable).

Statistical analysis
Analyses will follow the intention-to-treat principle. The 
primary endpoint is grief severity (PG-13-R), defined as 
the adjusted mean difference between arms averaged 
across post-treatment and 3-month follow-up. We will 
fit a linear mixed-effects model for repeated measures 
(MMRM) with baseline PG-13-R as a covariate. Fixed 
terms are Treatment (IGLiteracy, ISelfHP, MSHGroups), 
Time (post, 3-month follow-up), Treatment×Time, and 
the stratification factors Risk (Low/Moderate), Needs 
(High/Low relational needs), and Risk×Needs; a par-
ticipant random intercept will model within-person cor-
relation. If delivery in MSHGroups induces clustering, 
we will include a group-level random effect or use clus-
ter-robust SEs. Results will be reported as least-squares 
mean differences with 95% CIs and standardised effects.

Family-wise error will be controlled by a fixed-
sequence gatekeeping procedure: we first test MSH-
Groups vs. IGLiteracy at two-sided α = 0.05; ISelfHP vs. 
IGLiteracy will be tested at α = 0.05 only if the primary 
contrast is significant. ISelfHP vs. MSHGroups will be 
presented as exploratory. Secondary outcomes (i.e., 
DASS-21: depression and anxiety) will be analysed with 
the same MMRM structure, emphasising effect sizes and 
precision rather than formal multiplicity control.

Missing data will be handled under a MAR assumption 
by the MMRM; sensitivity analyses will include multiple 
imputation with auxiliary predictors and pattern-mix-
ture/tipping-point checks for MNAR. We will assess 
model fit via residual diagnostics and compare covariance 

structures (e.g., unstructured vs. heterogeneous com-
pound symmetry); if assumptions are doubtful, robust 
(sandwich) SEs will be reported. A per-protocol sensitiv-
ity analysis will exclude pre-specified major deviations.

To contextualise matching (exploratory), within 
the Moderate-risk stratum, we will add Needs and 
Treatment×Needs×Time and present subgroup con-
trasts aligned with the matching logic (MSHGroups 
vs. IGLiteracy in Moderate×Social; ISelfHP vs. IGLit-
eracy in Moderate×Non-social). We will also probe a 
pre-specified moderator set (attachment dimensions, 
perceived social support, traumatic-stress severity) via 
Treatment×Moderator×Time terms, summarising effects 
with CIs; any further subgroups (e.g., sex, age, SES, time-
since-loss) will be clearly labelled hypothesis-generating.

Sample size and power calculation
The sample size targets the detection of a small between-
group difference for the primary comparison (MSH-
Groups vs. IGLiteracy) while preserving strong control 
of the family-wise error rate when gatekeeping to ISelfHP 
vs. IGLiteracy. We plan three arms with equal allocation 
(1:1:1) within each randomised stratum. The primary 
endpoint is defined as the adjusted average treatment 
effect over the post-treatment period and the 3-month 
follow-up, adjusted for baseline.

Power calculation assumed a small effect (Cohen’s 
d = 0.30) at two-sided α = 0.05 and 80% power. Because 
the primary analysis adjusts for baseline and averages 
two post-baseline assessments, we used an effective stan-
dardised difference: assuming a baseline–follow-up cor-
relation r = .60 and a post–3-month correlation ρ = 0.50, 
this yields d_eff ≈ 0.43 (ANCOVA f ≈ 0.216). In G*Power 
(F tests → ANCOVA, fixed effects; 2 groups, 1 covariate), 
this requires ≈ 170 participants in total (≈ 85 per group) 
for the two-arm primary test. Allowing 20% attrition and 
1:1:1 allocation across three arms, the randomised target 
is N = 324 (108 per arm; 27 per arm per stratum).

We will randomise N = 324 (108 per arm; 27 per arm 
per stratum), yielding ≈ 86–88 analysed per arm at 3 
months. This meets the power target for the MSHGroups 
vs. IGLiteracy primary test; the gatekept ISelfHP vs. 
IGLiteracy comparison uses the same dataset at α = 0.05. 
If attrition exceeds 20%, the target N will be increased 
proportionally. Potential clustering in MSHGroups will 
be handled analytically (random-group effects or cluster-
robust SEs), so no a priori inflation is applied; a design-
effect adjustment would be considered only if pilot data 
indicate a sizable ICC.

Focus Groups and qualitative analysis
Focus groups will be conducted with trial participants 
to (1) explore their experience of receiving the inter-
ventions in relation to perceived needs and (2) contrast 



Page 8 of 10Neto et al. BMC Psychology          (2026) 14:761 

the perspectives of participants whose allocation was 
matched versus non-matched to their risk/needs profile. 
Participants who complete the post-intervention assess-
ment and consent to contact further will be classified, 
using trial data, as matched or non-matched, and invited 
to separate focus groups by matching status (approxi-
mately 4–8 participants per group) and intervention 
type, seeking variation in age, gender, and risk level.

A semi-structured topic guide, common to all groups, 
will explore the perceived fit between the intervention’s 
content and intensity and participants’ relational needs; 
helpful and unhelpful elements; perceived usefulness and 
impact; unmet needs; barriers and facilitators to engage-
ment; and suggestions for improving tiered grief care. 
Groups will be audio-recorded, transcribed verbatim, 
anonymised and analysed using reflexive thematic analy-
sis, supported by MAXQDA. An initial coding frame will 
combine deductive codes (derived from research ques-
tions and existing literature on grief interventions and 
treatment fit) with inductive codes emerging from the 
data. Themes will first be developed across the full data-
set and then examined comparatively between matched 
and non-matched groups, highlighting convergences and 
divergences in perceived fit, usefulness, unmet needs, 
and barriers. In this way, the qualitative findings will help 
explain quantitative results, illuminate potential mecha-
nisms of change, and inform the refinement of differenti-
ated grief care for older adults.

Ethical considerations
The study was approved by the Ethical Council of Ispa 
– Instituto Universitário (I-001-01-26). Several consid-
erations were taken into account. To protect participant 
confidentiality, data will be collected anonymously from 
the onset. Each participant will generate a unique code to 
facilitate data pairing across study phases.

Prior evidence suggests that psychoeducation/grief lit-
eracy, guided self-help (including digital formats), and 
moderated group interventions may reduce grief-related 
distress and improve coping and support. Across these 
approaches, serious harms are not expected; the main 
potential risks relate to transient emotional distress 
when engaging with loss-related content, frustration 
or non-fit with self-guided formats, and discomfort or 
emotional activation in group settings. Accordingly, the 
trial includes procedures to identify and respond to clini-
cally significant deterioration or emergent risk during 
participation.

A safety protocol is established to address worsening of 
symptoms or distress. This protocol includes systematic 
risk assessment and, when indicated, a supported referral 
to appropriate health or mental health services. Because 
we are working with a vulnerable population, several 
actions are planned: (A) participants assessed at higher 

risk are not allocated to the low-intensity treatment; (B) 
if a participant requests a more intensive intervention 
or a research assistant identifies a case of concern, they 
will be offered a step-up in intervention and monitored 
throughout participation; (C) if a participant wishes to 
withdraw or a clinician identifies the need for an alterna-
tive intervention, they will be offered a traditional inter-
vention and will drop out of the study; (D) to avoid digital 
exclusion, non-digital/offline alternatives (e.g., written 
materials, recordings) will be provided to participants 
with lower digital literacy.

Any important protocol modifications will be submit-
ted for approval to the ISPA – Instituto Universitário 
ethics committee and communicated to relevant parties, 
including updating the trial registry entry and reporting 
amendments in subsequent publications.

Discussion
GriefDiff was developed to help address a social chal-
lenge. Although most bereaved older adults adapt over 
time, a meaningful minority develop prolonged grief 
symptoms, and many never receive timely, appropriate 
support. At a community level, the goal is to organise 
grief-related interventions so that support is both acces-
sible and proportionate to need. GriefDiff seeks to study 
a matched-care approach within a three-tier model: (i) 
information and grief literacy support, (ii) an individual 
self-help program, based on a digital intervention, and 
(iii) moderated self-help groups. These interventions are 
progressive and seek to respond to differentiated needs.

The trial is designed to examine whether aligning inter-
vention intensity and format with participants’ risk and 
relational-needs profiles improves grief outcomes and 
engagement. Furthermore, it seeks to constitute a com-
munity response that can be easily delivered through 
community partners. The study is conceptually aligned 
with matched care-care approaches in which treatment 
intensity is determined by clinical need. The potential 
of this approach lies in maximising efficiency and reach 
under real-world resource constraints.

Several challenges should be considered when inter-
preting findings. First, because participants cannot be 
blinded to the intervention they receive, expectancy 
effects are possible. However, concealment of matched 
versus non-matched allocation status is intended to 
reduce bias related to the matching hypothesis. Second, 
the absence of a non-intervention control condition may 
limit causal interpretation relative to natural recovery. 
However, it is justified on ethical grounds given the vul-
nerability of the target group and the community context. 
Third, engagement and attrition - particularly in the digi-
tal arm - may affect effectiveness estimates. To mitigate 
this, GriefDiff includes reminders, brief motivational 
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phone contacts, usage monitoring, and an offline alterna-
tive to reduce digital exclusion.

If effective, GriefDiff will offer a scalable model for pro-
active grief support for older adults, tailored to risk and 
relational needs and supported by a clinical protocol. It 
will further contribute to the discussion on matched care 
for grief, validating the proposed pyramid-like guide-
lines and refining screening procedures. By choosing a 
matched approach, it is possible to reach more individu-
als more sensitively.
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