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Online treatment of persistent complex bereavement disorder, posttraumatic
stress disorder, and depression symptoms in people who lost loved ones
during the COVID-19 pandemic: study protocol for a randomized controlled
trial and a controlled trial
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ABSTRACT

Background: Losing a loved one during the COVID-19 pandemic is a potentially traumatic loss
that may result in symptoms of persistent complex bereavement disorder (PCBD), posttrau-
matic stress disorder (PTSD), and depression. To date, grief-specific cognitive-behavioural
therapy (CBT) has mostly been delivered through individual face-to-face formats, while studies
have shown that online treatment also yields promising results. Offering treatment online is
now more than ever relevant during the pandemic and may offer important benefits compared
with face-to-face CBT, such as lower costs and higher accessibility. Our expectation is that grief-
specific online CBT is effective in reducing PCBD, PTSD, and depression symptomes.
Objective: Our aim is to evaluate the short-term and long-term effectiveness of grief-specific
online CBT in reducing PCBD, PTSD, and depression symptom-levels for adults who lost a loved
one during the COVID-19 pandemic.

Method: This study consists of two parts. In part 1, a two-armed (unguided online CBT versus
waitlist controls) randomized controlled trial will be conducted. In part 2, a two-armed (guided
online CBT versus unguided online CBT) controlled trial will be conducted. Symptoms of PCBD,
PTSD, and depression will be assessed via telephone interviews at pre-treatment/pre-waiting
period, post-treatment/post-waiting period, and six months post-treatment. Potential partici-
pants are people who lost a loved one at least three months earlier during the COVID-19
pandemic with clinically relevant levels of PCBD, PTSD, and/or depression. Analysis of covar-
iance and multilevel modelling will be performed.

Discussion: This is one of the first studies examining the effectiveness of online grief-specific
CBT. More research is needed before implementing online grief-specific CBT into clinical
practice.

Tratamiento en linea del trastorno de duelo complejo persistente,
trastorno de estrés postraumatico y sintomas de depresion en personas
que perdieron a sus seres queridos durante la pandemia de COVID-19:
protocolo de estudio para un ensayo controlado aleatorizado y un
ensayo controlado

Antecedentes: Perder a un ser querido durante la pandemia de COVID-19 es una pérdida
potencialmente traumdtica que puede resultar en sintomas de trastorno de duelo complejo
persistente (PCBD en su sigla en inglés), trastorno de estrés postraumatico (TEPT) y depresion.
Hasta la fecha, la terapia cognitivo-conductual (TCC) especifica para el duelo se ha proporcio-
nado principalmente a través de formatos individuales cara a cara, mientras que los estudios
han demostrado que el tratamiento en linea también produce resultados prometedores.
Ofrecer tratamiento en linea es ahora mas relevante que nunca durante la pandemia
y puede ofrecer importantes beneficios en comparacién con la TCC presencial, como menores
costos y mayor accesibilidad. Nuestra expectativa es que la TCC en linea especifica para el
duelo sea eficaz para reducir el PCBD, el TEPT y los sintomas de depresion.

Objetivo: Nuestro objetivo es evaluar la efectividad a corto y largo plazo de la TCC en linea
especifica para el duelo en la reduccién de los niveles de PCBD, TEPT y sintomas de depresion
en adultos que perdieron a un ser querido durante la pandemia de COVID-19.

Método: Este estudio consta de dos partes. En la parte 1, se llevard a cabo un ensayo
controlado aleatorio de dos brazos (TCC en linea no guiado versus controles con la lista de
espera). En la parte 2, se llevard a cabo un ensayo controlado de dos brazos (TCC en linea
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guiada versus TCC en linea no guiada). Los sintomas de PCBD, TEPT y depresién se evaluaran
mediante entrevistas telefonicas en el periodo de pretratamiento/pre-espera, post-trata-
miento/post-periodo de espera y seis meses post-tratamiento. Los participantes potenciales
son personas que perdieron a un ser querido al menos tres meses antes durante la pandemia
de COVID-19 con niveles clinicamente relevantes de PCBD, TEPT y/o depresion. Se realizardn
analisis de covarianza y modelado multinivel.

Discusion: Este es uno de los primeros estudios que examinan la efectividad de la TCC en linea
especifica para el duelo. Se necesita mas investigacion antes de implementar la TCC en linea
especifica para el duelo en la practica clinica.
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The first death due to coronavirus disease 2019 (COVID-
19) in the Netherlands was registered in early
March 2020. About one year later, over 16,500 Dutch
people have died after being infected with COVID-19
(Coronadashboard Rijksoverheid, 2021). The death of
a loved one is one of the most common potentially
traumatic events that people may experience (Benjet
et al, 2016). One out of ten people bereaved by
anatural death (e.g. illness) develops persistent and severe
grief symptoms, including persistent complex bereave-
ment disorder' (PCBD) (Lundorff, Holmgren, Zachariae,
Farver-Vestergaard, & O’Connor, 2017). PCBD is
entered in the fifth edition of the Diagnostic and
Statistical Manual of mental disorders (DSM-5;
American Psychiatric Association, 2013) in the sec-
tion ‘Other specified trauma- and stressor-related
disorders’. PCBD can be diagnosed if a person experi-
ences persistent longing for the deceased, symptoms
of reactive distress and social/identity disruption,
after the death of a loved one at least 12 months
earlier. Although PCBD is distinguishable from post-
traumatic stress disorder (PTSD) and depression
(Boelen, van de Schoot, van den Hout, de Keijser, &
Van Den Bout, 2010; Djelantik, Smid, Kleber, &
Boelen, 2017; Lenferink, de Keijser, Smid, Djelantik,
& Boelen, 2017; Malgaroli, Maccallum, & Bonanno,
2018; O’Connor, Lasgaard, Shevlin, & Guldin, 2010),
a meta-analysis shows that PCBD in an estimated
49% and 63% of the cases co-occurs with PTSD
and depression, respectively (Komischke-Konnerup,

Zachariae, Johannsen, Nielsen, & O’Connor, 2021).
Losing a loved one due to an unnatural death, for
instance an unexpected or violent death, increases
the risk of developing clinically relevant PCBD up to
nearly 50% (cf., Djelantik, Smid, Mroz, Kleber, &
Boelen, 2020). This elevated risk of developing symp-
toms after a traumatic loss can be partially explained
by the disruption of daily life and the violation of
assumptions that the world is safe, benign, and pre-
dictable (Boelen, de Keijser, & Smid, 2015; Janoff-
Bulman, 1989). The death of a loved one during the
COVID-19 pandemic is a potentially traumatic loss,
likely leading to higher rates of PCBD, PTSD, and
depression compared with the natural death of a loved
one (Eisma, Boelen, & Lenferink, 2020). A study by
Eisma, Tamminga, Smid, and Boelen (2021) offers pre-
liminary data supporting this claim. They found that
COVID-19 bereavement resulted in higher acute grief
levels compared to natural bereavement (but not com-
pared to unnatural bereavement).

This elevated risk of psychopathology due to
bereavement during the pandemic may be explained
by at least five corona-related factors. First, because of
the social distancing measures, it is difficult or even
impossible to visit a loved one who is dying. Both grief
rituals prior to death and grief rituals after death (e.g.
attending a funeral) are, therefore, possibly hampered.
Traditional grief rituals play an important role in
processing the loss, e.g. by facilitating confrontation
with the irreversibility of the death. Not being able to



perform such rituals can block emotional processing
(Boelen, van den Hout, & van den Bout, 2006).
Second, physical social support is not or hardly possi-
ble because of social-distancing and self-quarantine
measures. Limitations in engaging in social activities
can lead to social isolation exacerbating grief symp-
toms (Lobb et al., 2010). Third, the COVID-19 pan-
demic leads to increased uncertainty (e.g. about losing
one’s employment), anxiety (e.g. about getting sick),
loneliness, and stress in the general population
(Brooks et al., 2020; Cao et al., 2020). These secondary
stressors may fuel distress following the death of
a loved one. Fourth, deaths due to the coronavirus
are likely to occur in social groups, e.g. within families
and groups of friends. People bereaved due to COVID-
19 are often part of the infection cycle and are therefore
likely to experience multiple losses during the pandemic.
Experiencing multiple deaths in a relatively short period
of time elevates the risk of stagnating in the grieving
process (Hengst, Smid, & Laban, 2018). Fifth, assumed
(shared) responsibility for the death of a close person, for
instance after a traffic accident of suicide, is a risk factor
for elevated grief complaints (Erlangsen et al., 2017).
Because prevention of contamination is such a focal
point in the current pandemic, bereaved people may
think that they are responsible for having contaminated
the deceased, causing guilt and self-blame, impairing
recovery from the loss. The interaction between the
increase in number of deaths on the one hand and the
corona-related factors on the other hand will likely lead
to an increase in the number of people in need of
bereavement care (Eisma et al., 2020; Kokou-Kpolou,
Fernandez-Alcantara, & Cénat, 2020). Based on reviews
(Boelen & Smid, 2017a; Doering & Eisma, 2016), grief-
specific cognitive-behavioural therapy (CBT) is consid-
ered the most effective treatment with PCBD (Boelen,
Lenferink, & Spuij, 2021; Boelen & van den Bout, 2017;
Rosner, Bartl, Pfoh, Kotoucova, & Hagl, 2015; Shear,
Frank, Houck, & Reynolds, 2005). CBT addresses nega-
tive cognitions (e.g. about one’s life or the world) and
avoidance behaviours with exposure, cognitive restruc-
turing, and behavioural activation. During the pandemic,
psychological interventions are often delivered remotely,
such as through the Internet (Boelen, Eisma, Smid, de
Keijser, & Lenferink, 2020). For instance, face-to-face
interventions needed to switch to being delivered online.
Consequently, it is likely that bereaved people searching
for professional grief help look for support online.
However, evidence-based online CBT for grief-related
distress is not yet widely available. Therefore, it is crucial
to enhance knowledge about the effectiveness of online
grief-specific CBT in order to be able to offer bereaved
people during the COVID-19 pandemic adequate mental
health care.

Online grief-specific CBT could also address the care
needs of bereaved people when the pandemic is over. It
is likely that waiting lists for face-to-face interventions in
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general will increase, because providing care remotely is
not feasible for all patients (e.g. people suffering from
severe psychiatric conditions). In addition, people may
have postponed using mental health care services during
the pandemic, because of COVID-19 restrictions or fear
of contamination. This may further lengthen the wait-
lists. As a result, it is likely that it will be very challenging
to receive face-to-face grief-specific CBT for bereaved
people in need of support during and after the pan-
demic. Therefore, online grief-specific CBT could be
a solution. Furthermore, this approach may bring
other benefits too. Offering CBT via the Internet might
decrease the barrier for seeking treatment, because it is
independent of geographical location. This could coun-
teract barriers to care reported by bereaved people,
including problems with finding help, transporta-
tion difficulties or problems with planning sessions
(Lenferink, de Keijser, Eisma, Smid, & Boelen, 2020;
Lichtenthal et al., 2015). Additionally, offering CBT
online could lower treatment costs, thereby making
treatment more easily accessible to people who need
support (Boelen et al., 2020).

Several studies have shown that online treatment is
effective in reducing PTSD and depression symptoms
(Josephine, Josefine, Philipp, David, & Harald, 2017;
Lewis, Roberts, Simon, Bethell, & Bisson, 2019). The
effectiveness of online treatment depends on several
factors, including the target group, content of treat-
ment, and degree of therapeutic guidance (Andersson
et al., 2009). The largest treatment effects have been
found in online treatments that 1) are targeted at
people with clinically relevant symptom-levels (vs.
low or subclinical symptom-levels), 2) are extensive
and comprehensive in the description of the content
(instead of limited content), and 3) are guided by
a therapist through email or telephone (compared to
no or minimal guidance; Andersson et al., 2009). To
our knowledge, online grief-specific CBT-based inter-
ventions have only been evaluated in four clinical trials
(Eisma et al., 2015; Kersting et al., 2013; Litz et al,,
2014; Wagner, Knaevelsrud, & Maercker, 2006). How-
ever, these trials had some limitations. Specifically, they
were solely focused on recently (Litz et al., 2014) or
perinatally bereaved people (Kersting et al., 2013), relied
on relatively small samples (Eisma et al., 2015; Wagner
et al., 2006), or had considerable dropout rates (Eisma
et al, 2015). Furthermore, the comparability of the
findings between the studies is restricted, because the
content of the treatment varied greatly; different ele-
ments of CBT were offered, for instance exposure
or behavioural activation only (Eisma et al., 2015) or
the treatment only consisted of writing assignments
(Kersting et al., 2013; Wagner et al,, 2006). Taken
together, more research is needed before online grief-
specific CBT can be implemented in clinical practice.

The research introduced in the present study protocol
consists of two parts. Our aim in part 1 is to evaluate the
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short-term and long-term effectiveness of unguided
grief-specific online CBT (vs. waitlist controls) in redu-
cing PCBD, PTSD, and depression symptom-levels for
adults who lost a loved one during the COVID-19 pan-
demic. Our aim in part 2 is to evaluate the short-term and
long-term effectiveness of guided grief-specific online
CBT (vs. unguided online grief-specific CBT) in reducing
PCBD, PTSD, and depression symptom-levels for adults
who lost a loved one during the COVID-19 pandemic. In
part 1 of the study, our first expectation is that people
allocated to the unguided online CBT condition will show
lower symptom-levels of PCBD, PTSD, and depression
post-treatment compared with waitlist controls post-
waiting period (Hypothesis 1). Our second expectation
is that treatment effects on PCBD, PTSD, and depression
symptom-levels will persist from pre-treatment through
six months post-treatment (Hypothesis 2). In part 2 of the
study, our first expectation is that both guided and
unguided online CBT lead to a decrease in the severity
of PCBD, PTSD, and depression symptom-levels imme-
diately and six months after treatment (Hypothesis 3).
Our second expectation is that participants allocated to
the therapist-guided online CBT condition will show
a stronger decrease in PCBD, PTSD, and depression
symptom-levels post-treatment and at six months post-
treatment than participants allocated to the unguided
online CBT condition (Hypothesis 4).

1. Method
1.1. Design

In part 1, a mono-centre randomized controlled trial will
be conducted examining the effectiveness of unguided
online CBT in reducing PCBD, PTSD, and depression
compared to a waitlist control condition. Participants in
the unguided online CBT condition will receive treat-
ment within one week after randomization. Participants
allocated to the waitlist control condition will receive
treatment after eight weeks of waiting. Inclusion of
a waitlist control condition optimizes our recruitment
efforts by making sure all participants will receive treat-
ment. Furthermore, it enables a treatment vs. no treat-
ment comparison, which provides knowledge about the
effects of treatment relative to natural remission.

In part 2, a multi-centre controlled trial will be
conducted evaluating the effectiveness of guided
online CBT vs. unguided online CBT in reducing
PCBD, PTSD, and depression symptoms. The guided
online CBT will be carried out by therapists working at
one of the five collaborating Dutch mental health care
institutes (i.e. Reinier van Arkel, ARQ Centrum’45,
GGZ Friesland, Expertisecentrum Trauma en Verlies
and Prisma Psychologie). All participants from part 1
of the study (including the ones receiving immediate
treatment and those receiving treatment after the wait-
ing period) will serve as a control group for part 2 (i.e.

the unguided online CBT group). After having
recruited sufficient participants for part 1 of the
study, people can only sign up for part 2 of the
study. All participants who sign up for part 2 will
receive treatment within one week after allocation.

The decision for a two-part design instead of a three-
armed trial (guided online CBT vs. unguided online CBT
vs. waitlist controls) was made because of pragmatic
reasons. We started part 1 in July 2020. After we started
data-collection of part 1 we received funding to start part
2. The study design was approved by the Medical Ethics
Committee at the University Medical Center Utrecht
(UMCU) in the Netherlands (NL74518.041.20). Both
part 1 (NL8993) and part 2 of the study (NL9485) have
been registered in the Netherlands Trial Register.

1.2. Participants

Dutch-speaking family members, spouses or friends of
people who died at least three months earlier during the
COVID-19 pandemic (i.e. from early March 2020 until
present), either due to the coronavirus or other causes,
are potentially eligible for participation. We chose to
include people who lost their loved one(s) at least three
months earlier, because prior research showed that deli-
vering an early intervention for clinically relevant grief
levels is effective (Litz et al., 2014). Additional inclusion
criteria are being aged 18 years or older and experiencing
clinically relevant levels of PCBD, PTSD, and/or depres-
sion. People will be excluded from the study if they 1) do
not master the Dutch language, 2) do not have access to
Internet, 3) suffer from a psychotic disorder, and/or 4)
suffer from suicidality. Individuals who are not eligible to
participate in the study will be referred to their general
practitioner or to one of the collaborating mental health
care institutes. We expect to recruit most participants
through collaborating mental health care institutes
Reinier van Arkel, ARQ Centrum’45, and GGZ
Friesland. In addition, we expect to recruit participants
by setting up an online campaign on social media,
through media attention, and a website that has been
developed for the current study (www.rouwencorona.nl).
Recruitment of participants for part 1 started in
October 2020 and ended the 1% of February 2021.
Recruitment of participants for part 2 started in
March 2021 and will continue until fall 2021.

1.3. Procedure

For part 1, after having received the signed consent
form, a telephone interview will be planned and con-
ducted to screen for eligibility in light of the inclusion
and exclusion criteria. Symptom-levels of PCBD, PTSD,
and depression of all participants will be assessed
through telephone interviews at pre-treatment or pre-
waiting, post-treatment or post-waiting, and six months
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Figure 1. Design of the randomized controlled trial.

Note. CBT = cognitive-behavioural therapy, T1 = pre-treatment/pre-waiting period assessment, T2 = post-treatment/post-waiting
period assessment, T3 = post-treatment assessment (for the waitlist control group), FU6 = six months post-treatment assessment.

post-treatment (see Figure 1). A trained master-level
psychologist (LR) will conduct the interviews.

Eligible participants will be randomized to the
unguided online CBT condition or to the waitlist
control condition. A blocking randomization proce-
dure will be carried out by LR. An allocation ratio of
1:1 will be implemented, ensuring that all participants
are equally allocated across the two conditions. The
results of the randomization procedure will be com-
municated to participants via email. There are no costs
for participating in part 1 of the study.

For part 2, a telephone interview will be planned
and conducted (the same interview will be used as in
part 1 of the study) after receiving the signed consent
form at 1) pre-treatment, 2) post-treatment and 3) six
months post-treatment (see Figure 2). As mentioned
earlier, all eligible participants will be allocated to the

™

Allocation

guided online CBT condition. For part 1 and part 2,
participants voluntarily withdrawing from the study
will not receive an invitation for the post-treatment
assessments. The costs for participation consist of
payment of the treatment costs that are not covered
by the participants’ health insurance.

1.4. Materials

1.4.1. Outcome measures

PCBD symptoms are the primary outcome and will be
assessed with 18 items from the Traumatic Grief Inve-
ntory - Clinician Administered” (TGI-CA; Lenferink et
al, in press). The TGI-CA is the interview version of the
self-report questionnaire the Traumatic Grief Inventory —
Self Report+ (TGI-SR+; Lenferink et al. 2022). The 22-
item TGI-SR+ is an extension of the 18-item TGI-SR that

T2 FU6

GuidedonlineCBT

4 Unguided online CBT

8 weeks

T2 FUé

6 months

Figure 2. Design of the controlled trial.

Note. CBT = cognitive-behavioural therapy, T1 = pre-treatment assessment, T2 = post-treatment assessment, FU6 = six months post-

treatment assessment.
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has shown to be a valid and reliable instrument to assess
PCBD symptoms (Boelen, Dijelantik, de Keijser, Lenf-
erink, & Smid, 2018; Boelen & Smid, 2017b; Lenferink,
et al., 2022). The TGI-CA measures PCBD symptoms as
included in the DSM-5 (American Psychiatric Associ-
ation, 2013) and PGD symptoms as included in the
ICD-11 (WHO, 2018) and DSM-5 text revision
(American Psychiatric Association, 2020). The TGI-CA
consists of 22 items, rated on a 5-point Likert scale ran-
ging from 1 = never, through 5 = always. The instruction
of the original questionnaire is altered from ‘the death of
your loved one’ to ‘the death of your loved one(s) during
the corona pandemic’.

Following the diagnostic scoring rule of the DSM-5
(American Psychiatric Association, 2013), participants
are considered to have clinically relevant PCBD symp-
tom-levels when scoring at least 3 (sometimes) on at
least one of the B-cluster symptoms (representing
separation distress; item 1, 2, 3, and item 14), six
C-cluster symptoms (representing reactive distress and
identity or social disruption; item 4-11 and item 15-18),
and the D-cluster symptom (representing functional
impairment; item 13) and/or report a total score of 54
or higher on items 1 through 18 (Boelen et al., 2018).

PTSD symptoms will be assessed with the 20-item
PTSD Checklist for DSM-5 (PCL-5; Blevins, Weathers,
Davis, Witte, & Domino, 2015; Boeschoten, Bakker,
Jongedijk, & OIlff, 2014). Participants rate how often
they were bothered by each symptom (e.g. ‘In the past
month, how much were you bothered by: Repeated,
disturbing dreams of the stressful experience?’) on
a 5-point Likert scale with anchors 0 = not at all, through
4 = extremely. The wording of the instruction and the
items of the original questionnaire are altered from
referring to the ‘stressful experience’ to the ‘the death
of your loved one(s) during the corona pandemic’.
Psychometric properties of the PCL-5 are adequate
(Blevins et al., 2015). Each item rated as at least 2
(moderately) will be considered as a symptom endorsed.
Following the DSM-5 diagnostic rule (American
Psychiatric Association, 2013), participants are consid-
ered to report clinically relevant PTSD symptom-levels
when endorsing at least one B item (item 1-5), one
C item (item 6, 7), two D items (item 8-14), and two
E items (item 15-20), and/or report a total score of 31 or
higher (Weathers et al., 2013).

Depression symptoms will be assessed with the
Patient Health Questionnaire (PHQ-9; Kroenke,
Spitzer, & Williams, 2001). The PHQ-9 consists of
nine items (e.g. ‘Over the last 2 weeks, how often
have you been bothered by having little interest or
pleasure in doing things?’). Participants select an
answer option on a 4-point Likert scale (0 = not at
all, through 3 = nearly every day) describing how often
he/she was bothered by each symptom during the past
two weeks. Psychometric properties of the PHQ-9 are
adequate (Kroenke et al., 2001). According to Kroenke

et al. (2001) a total score of 10 or higher reflects
probable caseness for major depression and will there-
fore be used as cut-off score in the current study.

1.4.2. Other measures

Corona-related stressors will be assessed with the
COVID-19 Stressful Events self-report questionnaire
(Freedman, Greene, & Armour, 2020a) and with the
COVID-19 Concerns self-report questionnaire (Freed-
man, Greene, & Armour, 2020b). The first includes 13
items and measures stressful events related to COVID-19
(e.g. ‘Have you been tested for coronavirus’). The second
consists of nine items and assesses concerns and worries
related to COVID-19 (e.g. ‘How worried are you being
quarantined?’) on a 5-point Likert scale with 1 = not at
all, through 5 = extremely.

Characteristics of participants (i.e. gender, age,
educational level, country of birth), the deceased (i.e.
age, date of death), the loss (i.e. kinship to deceased,
time since loss, cause of loss), corona-related stressors
(i.e. attendance at funeral, experiencing multiple
losses), and prior and current use of psychological
interventions will be registered.

1.5. Treatment

The online CBT treatment is targeted at people with
clinically relevant levels of PCBD, PTSD and/or depres-
sion at least three months post-bereavement and could
therefore be considered a secondary preventive interven-
tion and not a primary preventive intervention (i.e. inter-
ventions targeted at all bereaved people; Schut & Stroebe,
2005). Moreover, studies show that elevated grief, PTSD,
and depression levels in the first six months after a loss
strongly predict elevated grief, PTSD, and depression
levels later in time (Boelen & Lenferink, 2020, 2021). In
both part 1 and part 2 of the study, the treatment
encompasses eight weekly sessions delivered in a period
of maximum 12 weeks. Eight sessions have shown to be
sufficient to generate moderate to large treatment effects
(Van Denderen, de Keijser, Stewart, & Boelen, 2018). For
part 1 and part 2 of the study, the same online CBT
treatment will be offered, in which the main target will be
PCBD levels. The first session consists of psycho-educa-
tion regarding possible emotional reactions to the death
of a loved one during the COVID-19 pandemic and
processes that might facilitate or impede recovery.
Additionally, participants are encouraged to invite
a close person to the online treatment for support.
When a close person has been connected to the pro-
gramme, (s)he will receive information on possible emo-
tional reactions to losing a loved one and will receive
information about how (s)he can support the participant.
Sessions 2, 3, and 4 are spent on exposure, in which
participants will focus on the story of the loss and its
circumstances. Participants are encouraged to confront
stimuli they tend to avoid, for instance by structured



writing assignments drawn from Wagner, Knaevelsrud,
and Maercker (2005) and Wagner and Maercker (2007).
Sessions 5 and 6 contain cognitive restructuring assign-
ments, in which participants are helped to identify and
alter negative thought patterns about the self, life and the
future by performing behavioural experiments and filling
in thought diaries. Sessions 7 and 8 consist of behavioural
activation assignments, focused on identifying valued
activities and making plans to attain valued goals.
Approximately two hours are spent on each session.
During treatment, short pre-recorded video messages
are shown in which a therapist provides information
about treatment elements. These video messages can be
read in text as well. At the beginning of the treatment,
each participant can choose between either a male or
female video therapist, presenting the same information.
There is no communication with the video therapists.

In part 1 of the study, participants’ adherence to the
treatment protocol will be monitored by one of the
researchers (LR) through summarizing logdata of the
participants, including total number of lessons com-
pleted. Treatment progress will be checked once
a week. In case a participant is behind in treatment,
LR will send an encouragement to the participant to
continue treatment without providing therapeutic
support. In part 2, a therapist will guide the online
treatment through email contact. All therapists involved
in the treatment are licenced clinical psychologists and
will receive an 8-hour online training about the treat-
ment protocol. Supervision of a participant consists of
both providing feedback on the assignments and send-
ing an encouragement once a week.

The online CBT treatment is specifically developed to
be delivered online. The content of the treatment will be
presented via a secured website, which is designed by the
Dutch company Therapieland (www.therapieland.nl).
Therapieland is not involved in formulation of the
research questions, the design of the study or the con-
tent of the treatment, nor in analysing and reporting the
results. During participation in the study, all partici-
pants are allowed to receive any other form of psycho-
social, legal, and/or medical support. The use of co-
intervention during participation in the study will be
registered and considered in the analyses.

1.6. Analyses

To examine the short-term effects of unguided online
CBT (vs. waitlist controls) in part 1 (Hypothesis 1), three
separate analyses of covariance (ANCOV As) will be con-
ducted with mean symptom-levels of PCBD, PTSD, or
depression at post-treatment (or post-waiting period) as
dependent variables, condition (unguided online CBT vs.
waitlist controls) as independent variable, and baseline
symptom-levels of PCBD, PTSD, or depression and the
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use of psychological co-intervention as covariates. To
examine the long-term effects of unguided online CBT
at six months post-treatment on symptom-levels of
PCBD, PTSD, or depression (Hypothesis 2), three multi-
level models will be run with PCBD, PTSD, and depres-
sion as outcome variables, respectively, and time as fixed
effect (dummy coded with the baseline measures (T1) as
reference category). Data of all participants entering the
study will be included in the analyses (i.e. intention-to-
treat analysis).

In part 2 of the study, the effects of guided
online CBT (vs. unguided online CBT) at post-
treatment and at six months post-treatment on
symptom-levels of PCBD, PTSD, and depression
(Hypothesis 3 and Hypothesis 4) will be evaluated.
To examine this, three multilevel models will be
run with PCBD, PTSD, or depression as outcome
variables and time (dummy coded with pre-treat-
ment measures as reference category), condition,
and time*condition as main effects. Data of all
participants entering the study will be included
in the analyses.

1.7. Sample size

For part 1, the sample size calculation is based on the
analyses for testing Hypothesis 1. In order to find
a difference between the two conditions (unguided online
CBT vs. waitlist controls) of at least a large effect size (cf.,
Eisma et al., 2015; Litz et al., 2014), with a power of 80%,
a sample size of 52 participants is sufficient. However,
when considering a dropout rate of 19% (based on the
mean dropout rate as reported in Currier, Holland, &
Neimeyer, 2010), a total sample size of 62 (52 + 10)
participants is needed. For part 2, our sample size calcula-
tion is based on testing Hypothesis 3 and Hypothesis 4.
Considering prior research on therapist-guided vs.
unguided online treatment for people with symptoms of
depression and anxiety (Spek et al., 2007), we expect
a medium effect size in favour of the therapist-guided
online CBT. To find a difference between groups
(guided vs. unguided online CBT) with a power of
80%, a medium effect size (f= 0.25), an o of 0.05 and
a strong association (r = .50) between the pre-assess-
ment, post-assessment and six months follow-up
assessment, a total sample size of 86 participants is
sufficient. Again, considering a dropout rate of 19%,
asample size of 102 (86 + 16) participants is needed. To
test the hypotheses in part 2, multilevel analyses will be
executed since our data are nested (i.e. repeated mea-
sures (level 1) within participants (level 2)). However,
it is not feasible to perform a power calculation for
multilevel analyses (Snijders & Bosker, 2012). For this
reason, our power calculation is based on a repeated
measures analysis of variance.
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2. Discussion

Losing a loved one during the COVID-19 pandemic is
a potentially traumatic loss, increasing the risk of devel-
oping PCBD, PTSD, and depression (Eisma et al., 2020).
As far as we know, only four clinical trials examined the
effectiveness of online grief-specific CBT-based interven-
tions for reducing distress in bereaved people (Eisma
et al, 2015; Kersting et al., 2013; Litz et al, 2014;
Wagner et al., 2006). To our knowledge, the present
study will be the first worldwide examining the effective-
ness of an online CBT treatment that contains three
interventions central to CBT for PCBD: exposure, cog-
nitive restructuring, and behavioural activation (Boelen
& van den Bout, 2017).

Strengths of the present study include: (1) the inclu-
sion of both an intervention group and a waitlist con-
trol group in part 1, (2) a focus on three outcome
measures (PCBD, PTSD, and depression), (3) PCBD,
PTSD, and depression symptoms being assessed with
clinical telephone interviews rather than by self-report
and (4) the assessment of both short-term and long-
term effects of the intervention.

Nevertheless, the present study has several potential
limitations. First, it will be impossible to blind the parti-
cipants as well as the researchers. Therefore, therapy
expectancy could be a potential risk of bias. Secondly,
in part 2 of the study, it will be impossible to carry out
a randomization procedure due to pragmatic reasons. In
addition, the waitlist control group in part 1 of the study
starts with the unguided online CBT after eight weeks of
waiting. Therefore, we can only compare the unguided
online CBT group to the waitlist control group at the
post-treatment assessment and not at the six months
post-treatment assessment. Furthermore, potential med-
iators (e.g. changes in negative cognitions, avoidance
behaviour) will not be examined which would have
been valuable for examining potential mechanisms of
change. Finally, we will actively look for methods to
recruit participants, which could restrict the generaliz-
ability of our findings to bereaved people who seek treat-
ment themselves.

To date, online evidence-based grief-specific CBT is
not yet widely available. For this reason, our expectation
is that the results of the current study will be of high value
for clinical practice. Insights from this study will improve
knowledge about the short-term and long-term effective-
ness of online CBT for bereaved people during the
COVID-19 pandemic. Results are expected to be highly
relevant for future research as well, in which the effec-
tiveness of online grief-specific CBT could be further
examined, for instance by comparing the effects of
guided online CBT (i.e. minimal therapeutic assistance)
to guided online CBT with more extensive therapeutic
assistance (i.e. therapeutic assistance via telephone or
video calls).

Notes

1. A diagnosis regarding severe and persistent grief-
related distress has also been introduced as ‘prolonged
grief disorder’ in the eleventh edition of the International
Classification of Diseases (ICD-11; WHO, 2018) and the
forthcoming text-revision of the DSM-5 (DSM-5-TR;
American Psychiatric Association, 2020). However, in
this study we will use the term PCBD, in accord with the
DSM-5 (American Psychiatric Association, 2013), since
the DSM-5 is widely used by mental health care practi-
tioners in the Netherlands at the time of conducting this
study.

2. Given the upcoming change in the DSM-5-TR repla-
cing PCBD with PGD, we will repeat the analyses for
the primary outcome using the PGD DSM-5-TR
items in the TGI-CA.
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