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Abstract

Background: Inorgan donation from deceased donors, the interaction between the donor’ srel atives and intensive care personnel
is an important factor. The organ donation (OD) process is complex, and patients’ relatives play a vital role. Intensive care
professional s need knowledge about how rel atives perceive and experience the processto create a caring environment and support
them throughout. Therefore, this collaborative project aims to explore both relatives' and intensive care personnel’s perspectives
of care in deceased organ donation in Scandinavia.

Objective: Thisstudy aimsto (1) investigate donor relatives’ satisfaction and |CU personnel’s perception of their own professional
competence and (2) explore donor relatives’ and ICU personnel’s experiences in the OD process to design for care and support
in OD.

Methods: This protocol outlines a Scandinavian (Norway, Sweden, and Denmark) project, including 4 work packages. Work
package 1 started in 2023 with the trandation and validation of the Family Satisfaction in the Intensive Care Unit questionnaire
into a Danish version and the trand ation of the Professional Competence in Organ Donation Questionnaire into a Swedish and
Danish version. A cross-sectional survey measuring Scandinavian relatives' perception of support in and satisfaction with the
organ donation process and a cross-sectional survey measuring Scandinavian intensive care personnel’s competence in organ
donation are the foundation for work package 2 (2024). The data from both surveys will be analyzed using descriptive and
comparative analysis. The results will inform the interview guides in qualitative studies (work packages 3 and 4). Participantsin
the quantitative study will beinvited to participate in in-depth interviews. In work package 3, in-depth interviewswill be conducted
to illuminate relatives’ experiences in the organ donation process. The interviews will be analyzed using thematic analysis,
according to Braun and Clarke. In work package 4 (2025-2026), 1 qualitative design study will be conducted to illuminate ICU
personnel’s experiences. Furthermore, the results from work packages 2 and 3 will inform the devel opment of specific programs
for care, support, and communication in the organ donation process.

Results: The project was funded by the Norwegian Organ Donor Foundation in 2022 and Scandiatransplant in 2023. The
Norwegian Nurses Organi sation supports the project by funding aPhD student. The PhD student was employed by the University
in Agder in May 2024.

Conclusions:. This project will provide new knowledge that will assist us in designing and establishing programs for care,
support, and donor relatives’ involvement in OD processes.
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Introduction

Background

Organ donation (OD) is essential for organ transplantation, the
lifesaving treatment for patients with terminal organ failure.
However, worldwide, thereisagap between the need for organs
and the number of deceased organ donors|[1,2]. In 2023, there
were 2210 new notifications on the transplant lists in
Scandiatransplant, the organ exchange organization for the
Nordic countries. Although 1982 peopl e received an organ from
a deceased donor, as many as 1627 people were still waiting
for an organ by the end of the year. Many of the patients on
transplant lists will either be withdrawn from the list due to
deteriorating health or die while waiting for an organ [3]. The
process of procuring organs from adeceased donor is complex,
and patients’ relatives play a vital role [4-7]. It starts with the
admittance of the patient to the emergency department, followed
by failed treatment attempts and declaration of death in the
intensive care unit (ICU), and finally, organ procurement in the
operating theatre. In the months after the donation, donor
relatives are offered a follow-up conversation initiated by the
ICU personnel [6,8-10].

Whether to become a deceased organ donor is an individual
decision [11-14]; yet, in most cases, ICU personnel ask the
deceased’s relatives for an interpretation of the deceased's
preference and decision regarding organ donation. AsOD often
is the result of sudden and unexpected death, relatives are not
prepared. They find themselvesin adevastating situation facing
the sudden death of a loved one, and they may have many
thoughts regarding the usability of the body, the purpose of the
donation, and the notions of meaning and hope in this tragedy
[5,15,16]. Hence, the ICU personnel’s competence in
communication and the OD processis crucial when thereisa
potential deceased donor (DD) inthelCU [17-20]. To gain more
knowledge about relatives needs and the ICU personnel’s
competence in OD processes, we conduct a Scandinavian
collaborative project in Norway, Sweden, and Denmark. These
neighboring countries are cooperating partners in
Scandiatransplant, have a common history, and the health care
system and culture arefairly similar. Thisproject involves users
who have personal experiencesthey want to share. One of them,
Anne Stine, lost her husband in an accident. At the ICU, the
guestion about organ donation was raised. She says. “Even if
weknew Niels' wishes related to organ donation, it was crucial
that the health personnel had a humble, respectful approach to
the topic. One of the most important issues is enough time to
be able to get used to the idea that someone close to you has
passed away. Time to take a decision. The way it is
communicated can be decisive’ [21].

Qualitative studiesinvestigating relatives’ experienceswith OD
in general show that they may have difficulties understanding
and dealing with the severity of the situation and that their
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relationship with the intensive care staff is of great importance
[10,15,22-24]. Lack of comprehension can present achallenge,
and understanding the process hel ps peopl e reconcile with their
decision [10]. Furthermore, the prolonged interventions
necessary to enable OD can be misleading and make it difficult
to understand brain death [17]. Relatives of ICU patients are at
increased risk for long-term health impairments such asanxiety,
depression, and complicated grief [25,26]. In the OD process,
inwhich all treatment isdeemed futile, and the patient becomes
apotential DD, alack of knowledge can make donation afearful
experience [27]. Hence, the ICU personnel have a
multidimensional responsibility to create a caring environment
and provide correct and comprehensive information to
accommodate relatives understanding and to prevent
psychological impairment. At the same time, this cooperating,
caring relationship enables organ donation and ensures that
there are organs available for patients waiting for organ
transplantation [4,6,28].

Organ Donation M ethods

The OD process has traditionally taken place after the patient
has been declared dead by neurological criteria, what is known
as donation after brain death (DBD) [1]. In these cases, the
patient is declared dead while the heart and lungs are still
functioning, and vital organs can be preserved by medical
treatments. Hence, the patient’s family members may perceive
that their loved one is still aive [17]. To meet the excessive
demand for donor organs, organ donation after circulatory death
(DCD) has been introduced to complement DBD. The former
can be performed in a controlled context (controlled donation
after circulatory death [cDCD]) when treatment is deemed futile,
and death cannot be determined by neurological criteria[1,2,29].
In these cases, following the decision to withdraw life-sustaining
therapies, the family members witness the controlled death of
the patient [22]. Thereafter, the family must leave the room
quite rapidly, and the organ donation procedure is performed.
ThisOD method isnow availablein Scandiatransplant’s member
countries, Norway, Sweden, Denmark, and Finland [13,30].
Thereisasignificant need for further knowledge about rel atives
experiences related to both methods of OD.

Relatives Satisfaction With Careand Decision-M aking

The quality of health care services must be evaluated using
ongoing measurement of satisfaction [31,32], which islacking
in organ donation research. Previous studies [32-35] have
investigated  relatives  satisfaction  with care and
decision-making support in the ICU, with results showing that
thereispotentia for improvement. When it comesto the process
of OD, relatives are the unique source of information about
satisfaction in end-of-life carein the |CU. Studiesinvestigating
donor families' psychological well-being [36-38] have shown
that donation may have a beneficial effect on the bereavement
process, whereas negative feelings related to organ donation
might increase the symptoms of posttraumatic stress[38]. None
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of the studies described above focuses on how the process in
the ICU is perceived by the relatives. In Belgium, Poppe et a
[39] investigated the quality of communication and emotional
support during the organ donation process. Most relatives
reported receiving emotional support; however, the support
decreased during the process.

I CU Personnel’s Competence in the OD Process

I CU personnel, both physicians and nurses, are responsible for
identifying apotentia donor and partaking in donor management
and care for the next of kin. However, OD is arare event, and
in line with international research [40-44], scarce experience
and insufficient competence in approaching next of kin and
medical aspects regarding OD have been reported in previous
Norwegian studies[45-47]. Internationally, education programs
have been developed to enhance the quality of the
communication and emotional support offered during the
donation process [48,49]. In Norway, Sweden, and Denmark,
thereare similar interdisciplinary programswhere | CU personnel
are educated inthe OD process. The education programsinclude
donor management and communication; however, as far aswe
know, their effect has not been evaluated. All 3 countries have
donor-responsible doctors and nurses at their donor hospitals,
and in some regions or hospitals, there are specialized nurses
in organ donation. Any hospital may initiate the donor process,
however, in Norway, organ retrieval isallowed only at hospitals
the health authorities have certified.

Needs Description

Thereisalack of studies exploring experiences related to both
DBD and cDCD, and few studies have investigated relatives
perspectives on care and support during the organ donation
process, including aftercare of relatives in general [50]. There
isalso alack of knowledge about ICU personnel’s professional
competence and experiencesrelated to the 2 donation methods.
To our knowledge, no previous research focusing on donor
relatives’ or ICU personnel’s experiences and perceptions of
care, decision-making, and support across|CUsin Scandinavia
exists, despite the longstanding cooperation in organ exchange
within Scandinavian countries. The cDCD method of organ

https://www.researchprotocol s.org/2024/1/e55643

Meyer et a

donation hasrecently been reintroduced in the Nordic countries
as a complement to DBD. Consequently, we have a unique
opportunity to explore relatives experiences in both groups.
Thisproject will allow usto identify aspectsthat might influence
relatives’ perceptions of the OD process. These aspects will
form the basis of future work to enhance ICU personnel’s
competence in care and support for relatives when OD is an
option. Therefore, there is a heed to assess perceptions of and
satisfaction with care, decision-making, and support during the
organ donation process in Scandinavian ICUSs.

Aim and Research Questions

Overview

The overall aim of the project is to explore relatives and ICU
personnel’s perspectives of care and support in OD in
Scandinavia by increasing the acknowledgment of family
involvement and designing programs for care and support in
OD, both DBD and cDCD, including donor relatives' aftercare.

Research Questions

1 What is donor relatives satisfaction with care,
decision-making, and support in the OD process?

2. What are donor relatives’ experiencesin the OD process?

3. What is ICU personnel’s perception of their own
professional competence in the OD process?

4. What are ICU personnel’s experiences in the OD process?

Methods

Overview

This project consists of 4 work packages and includes 2
guantitative studies to assess relatives and ICU personnel’s
perceptions of the organ donation process and 2 qualitative
studies to explore relatives’ and ICU personnel’s experiences
and perspectives related to the 2 methods of OD. The studies
will be the basis for designing and implementing follow-up
programsto improve clinical practice in organ donation across
Scandinavian countries (Figure 1). The project started in 2023
and will be completed in 2028.
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Figure 1. Work packages. Wp: work package; FS-ICU: Family Satisfaction in the Intensive Care Unit; PCODQ: professional competence in organ

donation questionnaire; |CU: intensive care unit.
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Work Package 1: Translation and Validation of
Instruments (2023)

The trandation process followed recognized guidelines for
forward and backward trandlation [51,52]. A reference group
reflects the perspectives of the donor relatives and of health
care professionals in the ICU. The project group consists of
membersfrom the 3 countries. The Swedish and Danish research
team memberswill act as gate openersin the clinical field. The
Danish team performed the trand ation of the instrument Family
Satisfaction in the Intensive Care Unit (FS-1CU) 24 into Danish
and will test it in apilot study (study 1). The Danish version of
FS-ICU will betested for content and internal consistency using
Cronbach’s apha during the spring of 2024 and will be
published in a separate scientific paper. The project group
members in Sweden and Denmark approved the tranglation of
the instrument measuring ICU personnel’s competence in the
respective languages. Validation will be performed accordingly.

Wor k Package 2: Assessment of Relatives Perceptions
of and Satisfaction With Care, Decision-M aking, and
Support, and | CU Personnel’s Professional
Competencein the Organ Donation Process
(2024-2025)

Overview

Assessment of donor relatives perceptions of care in and
satisfaction with the OD process by using the FS-ICU 24
guestionnaire developed by Heyland and Tanmer [32,33,53]
will start in 2024 (study 2). Simultaneously, ICU personnel’s
perception of their own professional competencein OD will be
assessed (Study 4) by using the professional competence in
organ donation questionnaire (PCODQ) developed by Meyer
et a [47].

https://www.researchprotocol s.org/2024/1/e55643
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Study Design
Study 2: across-sectional survey to explorerelatives' satisfaction

and perceptions of the OD processwill be conducted consisting
of the following information.

Demographics such as relatives nationality, gender, age,
relation to the donor, and donation-specific questions.

The FSIICU 24 questionnaire will assess donor relatives
satisfaction [32]. The questions concern the perception of care,
communication with the ICU staff, the quality of information,
and perceptions of the decision-making process. Theitems are
scored on a 5-point Likert scale from ranging from poor to
excellent. The questionnaire was used in a Norwegian
cross-sectional study [33] to measure satisfaction with careand
decision-making in the ICU and psychometrically tested in a
Norwegian context [54]. Even though the questionnaire was
not devel oped to scope the donor relatives' satisfaction we will
useit in this project.

Setting and Recruitment

In Sweden and Denmark there are OD registries where the
public may opt-in or opt-out, while in Norway a person may
register their attitude on the national health website; however,
itisnot aformal OD registry. As the transplantation and organ
donation acts in al 3 countries states that the deceased will
should be followed, the relatives have an interpretative role in
the OD. Former relatives involved in OD processes in a
Scandinavian ICU in the last 2-24 months will be invited to
participate. There are approximately 100-200 deceased donors
ayear in the respective countries. Relatives describe OD as a
distinctive experience that does not fade over time. Hence, we
anticipate that an inclusion period of 2-24 months will be
sufficient. We will establish a network of ICU personnel to
recruit eligible participants. Based on power calculation
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statistics, we will need a sample of 92 relatives from each
country. Furthermore, to allow for dropouts, we will include an
extra 20%. Thus, we aim to enroll 110 individuals from each
country.

Relatives who were involved in a DBD or cDCD process for a
closefamily member inan ICU in Norway, Sweden, or Denmark
will be included. We will include relatives with experiences
from DBD or cDCD in all 3 countries. They can be included
even if the decision-making process resulted in no donation.
Children younger than 18 years, relatives without the capacity
to consent, and persons who are not able to understand
Scandinavian languages will not be invited to participate.

Data Analysis

The FS-ICU scale will be recoded into scores ranging from 0O
to 100, (O=poor, 25=fair, 50=good, 75=very good, and
100=excellent). Transforming item scoresto a0-100—point scale
makes the values more meaningful and more appropriate for
statistical analyses. Wewill perform descriptive and comparative
analyses. Descriptive analyses will be generated for family
members demographics and for scores on perceptions of and
satisfaction with care. We will use multiple linear regression
analysis to identify adjusted associations between care,
communication support, and family satisfaction. The data will
also be stratified by country to check for any differencesamong
the 3 countries.

Study 4: across-sectional survey to explore ICU personnel’s
perception of their competence in organ donation will be
conducted consisting of the following information.

Background variables include profession, specialization, type
of hospital, experience in OD, both care and communication
and clinical experienceinthe ICU.

ICU personnel’s professional competence in OD will be
measured by the PCODQ [47]. The questionnaire consists of
32 items exploring the different dimensions of theoretical,
practical, ethical, and socialy mediated knowledge of
professional competence on a 5-point Likert scale.

We aso assess what they perceive as most important for
developing their own professional competencein OD.

Setting and Recruitment

The network of ICU personnel will assist in recruiting eligible
personnel. The ICUs vary in terms of size and site, such as
university, regional, or local hospitals. ICU personnel at
university and regional hospitals may have more experiencein
organ donation than those at local hospitals. The practice and
approach may also vary between countries and hospitals. ICU
physicians and nurses who have been involved in at least 1 OD
will be recruited in ICUs in the 3 countries. They will receive
an invitation letter, which will include information about the
study and a consent form by email. Those who consent to
participate will receive an electronic questionnaire.

Data Analyses

An independent samplest test will be used to test differences
between ICU physicians and nurses. Regression analysis will
be used to test potential associations between background
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variables and perception of professional competence. One-way
ANOVA will be used to test potential differences between ICU
personnel in the 3 countries. Cronbach a will be performed to
test the validity of the Swedish and Danish versions of PCODQ.

Work Package 3: Qualitative In-Depth Interviewsto
Gain Insight Intothe OD Process From Relatives Own
Per spectives (2025)

Overview

Study 3: to capturetherelatives' experiencesin the OD process,
we will use a qualitative design with in-depth interviews.
In-depth interviews can provide rich information about the OD
process from the relatives’ own perspectives. The results from
the cross-sectional survey in Study 2 will alow us to identify
areasthat need further in-depth exploration, and asemistructured
interview-guide will be developed based on previous studies
[5,16] and the cross-sectional study.

Study Design
Recruitment

Wewill recruit participants among eligible relatives who accept
an invitation attached to the survey (study 2). Approximately
6 or 7 participants from each country will be purposively
selected based on the areas identified in Study 2 as needing
further exploration. We will include 20 participants altogether.

Data Collection

Interviews with former donor relatives will be conducted in
Norway, Sweden, and Denmark. The interviews will be
conducted by the PhD student in Norway and by the core
researchersin Sweden and Denmark. By interviewing relatives
about their experiences during and after the OD process, themes
and itemsfound in the quantitative study (study 2) can be further
explored, and new phenomenamight berevealed. Theinterviews
will be recorded by a recorder recognized for research and
transcribed by native-speaking transcribers in Norway, by the
PhD student, and in Sweden and Denmark by a professional
service.

The time and place of the interviews will be chosen in
accordance with the participants’ preferences.

Data Analysis

The qualitative data will be analyzed using athematic analysis
(TA) comprising an interpretative approach, according to Braun
and Clarke [55]. The 6 steps of TA are (1) get familiar with the
data by reading, rereading, and searching for patterns acrossthe
dataset; (2) coding; (3) searching for themes across the codes;
(4) reviewing the themes; (5) defining and naming the themes,
and finally (6) relating the results to the research question and
the existing literature. The TA was chosen asiit is flexible and
allowsfor the search of patterns and meaning acrossthe dataset.

The NVivo software (Lumivero) will be used for qualitative
analysis.

Work Package 4: Exploring ICU Personnel’s
Experiences and Designing a Plan to Implement the
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New Knowledge Obtained in the Previous Stagesin
Intensive Care Settings (2026-2027).

Overview

Studies 2-4 will be completed, and the project group will
conduct aqualitative study to gaininsight into |CU personnel’s
experiences in the OD process (study 5).

Study 5: qualitative study to explore ICU personnel’s
experiences in DBD and cDCD processes. We will use focus
group interviews to gain a variety of perspectives on OD. In
contrast to individual interviews, focus group interviews use
group dynamics to acquire qualitatively good data about the
participants’ experiences and opinions. Furthermore, the
advantage of using focus groupsisthat the participants consider
their own viewsin the context of others [56].

Study Design
Recruitment

Both ICU physicians and nurses from the respective countries
who participated in the cross-sectional survey and agreed to
participate in the qualitative study will beinvited to participate.

Data Collection

The results from the 3 previous studies will inform the
development of asemistructuredinterview guide. A Norwegian
researcher will moderate the focus group interviewsin Norway
and participate in the focus group interview, while a Swedish
and Danish researcher will moderatein the respective countries.

Data Analysis
The project group will perform a thematic analysis [55] to
identify themes and patterns.

I mplementation

The knowledge gained from studies 2-5 will form thefoundation
of specific follow-up programs for care, support, and
communication throughout the OD process, starting during the
ICU stay and decision-making process and ending with an
aftercare intervention.

Ethical Considerations

Overview

The project has ethical approval from the Regional Ethical
Committee (REK sar-gst C 502704) and Sikt (445633) [57].
To ensure appropriate ethical considerations throughout the
study phases, we will follow the World Medical Association
(WMA) Declaration of Helsinki [58]. This project involves
relativeswho might be vulnerable. The participantswill receive
oral and written information about the project. The researchers
will act with sensitivity when it comes to disclosure of aspects
of lived experience that would normally be kept private [59].
Throughout the project phases, we will be special attentive to
the risks of psychological burdens and possible
re-traumatization. If there is a need for further psychological
support, the project members will establish an appropriate
support team.

Clinical staff members will provide information sheets to
relatives who are potential participants, and the survey will be
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sent directly by the clinic using their registered contact
information. We will use web survey software to ensure the
participants anonymity. Relativesand | CU personnel who wish
to participate in the interview studies will return their replies
and completed questionnaires. All participants will be able to
withdraw their consent to participate at any time during the
process, and we will ensure confidentiality and anonymity in
reporting throughout the research process. No names of
individuals or hospitals will be exposed in the interview
transcriptions or reporting. The transcriptions will be treated
confidentially and be kept under lock and key at the University
in Agder. The project partners have clear guidelines and
regulationsfor collecting, storing, and processing research data.
All data will be collected according to the European General
Data Protection Regulation [60]. The University in Agder and
project partners will establish data-sharing agreements as
needed. All data will be treated in strict adherence to the
regulations of the data protection officers at the University in
Agder and project partners.

Contingency Plan

In order to meet any problems, we have established an expert
group consisting of professionalsin organ donation or intensive
care from the 3 countries in addition to the research group.

Results

The project was funded by the Norwegian Organ Donor
Foundation in February 2022 and Scandiatransplant in March
2023. The Norwegian Nurses Organisation decided to support
the project by funding a PhD student for 4 years. The PhD
student was employed by the University in Agder on May 1,
2024. The recruitment will start during the autumn of 2024.

Discussion

Principal Findings

Thisresearchisnovel because no previous research hasfocused
on relatives experiences and perceptions of care,
decision-making, and support or ICU personnel’s perceptions
of their professional competencein OD processes across |CUs
in Scandinavia, despite the long-existing cooperation in organ
exchange. By conducting this study, aspectsthat might influence
relatives’ and | CU personnel’s perceptions of OD processescan
be identified. These aspects will form the basis of future work
toimprove care and support for relativeswhen OD isan option.

The cDCD method has recently been reintroduced in the Nordic
countries as a complement to DBD. Consequently, we have a
unique opportunity to explore the experiences of relatives in
both groups. In addition, the perspectives on processes that did
not lead to organ donation need to be illuminated.

The new knowledge obtained through the 2 studies reflecting
the relatives’ perspectives will inform efforts to increase
professional competence in the organ donation process and to
prepare | CU personnel for meeting relativesin the future. Based
on this knowledge, and the knowledge we will obtain about
ICU personnel’s perception of their own professional
competence and their experiences in OD, we plan to organize
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regional workshops to develop systems that can ensure
appropriate support and aftercare for donor relatives
[16,18,33,40,47]. A more uniform approach towards OD seems
to be beneficial [9,18,40]. Furthermore, it seemsimportant that
the relatives of the donors understand the OD process. Support
during the process and aftercare, where the relatives have the
opportunity to ask questions and receive information both about
the OD process and the result of the donation, may reduce a
potential burden [5,7,10,17,25]. Relatives are important
ambassadors; their communication about the topic, their
experiences, and their stories will influence their social
surroundings. These experiences can be decisive for others
responses to the question of organ donation [16]. To share this
knowledge and raise public awareness, the Division of
Communication at the University in Agder will offer coaching
for publishing feature (op-ed) storiesin the press[61].

Strengths and Limitations

This project has severa strengths; oneimportant strength isthat
it will include donor relatives and ICU personnel from 3
Scandinavian countries. Another important strength is that the
cross-sectional surveys will provide a broad understanding of
relatives’ perceptions of and satisfaction with care and support,
as well as of ICU personnel’s professional competence in the
OD process. Using both quantitative and qualitative methods
enables both broad and in-depth insight.

Onelimitationisthedifferent ICU culturesand resourcesin the
Scandinavian countries, which might be achallengein recruiting
participants on the one hand, but on the other hand, might be a
strength in the interpretation of the resullts.

Both relatives and ICU personnel will be anonymous
participantsin the surveys, and the project memberswill not be
active participants in the recruitment. This might be another
limitation as there will be no control over who has been invited
to participate or any possibility of areminder.
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