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Abstract

Background

The ACTION trial evaluated the effect of a modified version of the Respecting Choices´

advance care planning programme in patients with advanced cancer in six European coun-

tries. For this purpose, an advance directive acceptable for all six ACTION countries to be

used for documenting the wishes and preferences of patients and as a communication tool

between patients, their caregivers and healthcare staff, was needed.

Aim

To describe the development of a multinational cancer specific advance directive, the ´My

Preferences form´, which was first based on the 2005Wisconsin ‘Physician Orders of Life

Sustaining Treatment´ Form, to be used within the ACTION trial.

Methods

Framework analysis of all textual data produced by members of the international project

team during the development of the ACTION advance directives (e.g. drafts, emails, meet-

ing minutes. . .).
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Setting/participants

ACTION consortium members (N = 28) with input from clinicians from participating hospitals

(N = 13) and ´facilitators´ (N = 8) who were going to deliver the intervention.

Results

Ten versions of the ACTION advance directive, the ´My Preferences form´, were developed

and circulated within the ACTION consortium. Extensive modifications took place; removal,

addition, modification of themes and modification of clinical to lay terminology. The result

was a thematically comprehensive advance directive to be used as a communication tool

across the six European countries within the ACTION trial.

Conclusion

This article shows the complex task of developing an advance directive suitable for cancer

patients from six European countries; a process which required the resolution of several

cross cultural differences in law, ethics, philosophy and practice. Our hope is that this paper

can contribute to a deeper conceptual understanding of advance directives, their role in sup-

porting decision making among patients approaching the end of life and be an inspiration to

others wishing to develop a disease-specific advance directive or a standardised multina-

tional advance directive.

Background

The concept of advance care planning (ACP) has gained variable currency in policy and practice

internationally. Rietjens et al. provided the following definition of ACP: ‘Advance care planning

enables individuals to define goals and preferences for future medical treatment and care, to discuss

these preferences with family and health-care providers, and to record and review these preferences if

appropriate’ [1]. One way of recording such preferences is with an advance directive (AD). An

AD is an umbrella term for documents completed by healthy or ill persons with legal capacity

which contain provisions for medical treatment and care in the future event that the person loses

the capacity to make his or her own decisions [2]. Availability, medical relevance, clarity and com-

prehensiveness are considered important properties of ADs [3]. ADs are bound by national clini-

cal practices and associated legalities and are therefore known to be country or state specific. The

majority of ADs are generic across diseases, but some are also found to be disease specific [3–6].

In the ACTION trial, assessing the effect of (a modified version of) the Respecting Choices

(RC) ACP programme across six European countries (Belgium, Denmark, Italy, the Nether-

lands, Slovenia and the United Kingdom), an AD acceptable to all partners was needed. How-

ever, considerable differences both in relation to levels of knowledge of, experience with and

implementation of ACP and ADs across the six ACTION countries existed; in Denmark and

the Netherlands, the first version of an AD was implemented in 1992 [7] and 1995 [8], respec-

tively. In Denmark, the knowledge and use of the national Living Will had nonetheless

remained low and the overall acceptance mixed [9]. In Belgium, Slovenia and the United King-

dom, ADs were regulated by law or formalised via statue respectively in 2002 [10], 2008 [11]

and 2005 [12]. In Italy, ADs were first regulated by law in 2017 [13]. In addition, while system-

atic ACP was a relatively familiar concept within for example the United Kingdom, the
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concept of structured and formalized ACP conversations was largely unknown in Denmark

and Slovenia at the start of the ACTION trial in 2013 [14, 15].

In this article, the development of a joint and standardized AD to be used as a documenta-

tion and communication tool for patients with advanced cancer as part of the ACTION trial

will be described. The purpose of the ACTION AD was to have a standardised uniform docu-

ment that allowed for documentation of the wishes and preferences expressed by patients dur-

ing the ACTION Respecting Choices´ advance care planning conversations and could be used

as a communication tool between patients, their caregivers and healthcare professionals. The

AD had to be acceptable for all ACTION partners, remain standardised across the six countries

and be transparently connected to the ACTION RC ACP intervention (and its related docu-

ments). In Table 1, an overview of the topics presented within the ACTION Respecting Choices

advance care planning conversations, as well as sample questions, are presented. As no such AD

existed, a form was developed. Accounts and detailed information about the development or

adaptation of ADs are sparse. With few exceptions [5, 6, 16], the descriptions available are

short. The aim of this article is to provide a detailed description of how the multinational cancer

specific ACTION AD, the ´My Preferences form´ (MPF) was developed as well as presenting

the substantive discussions and insights coming from developing this communication tool.

Methods

Context of development

The My Preference Form (MPF) was developed within and to be used in the ACTION trial.

The ACTION trial was a phase III multicentre cluster randomised clinical trial that evaluated

Table 1. Topics in the ACTION Respecting Choices ACP conversations.

Topic Sample question

1. Understanding of role of the PR What do you understand about the role of the Personal representative?

2. Patient’s and PR’s understanding of
ACP

Have you done any Advance Care Planning before?

3. Understanding of illness Tell me what you understand about your illness

4. Complications What do you understand about the possible complications of your
illness and what might happen in the future?

5. Experiences What did you learn from that experience [experiences with family or
friends who became ill or injured and were not able to communicate]?

6. ‘Living well’ What does living well mean to you?

7. Worries and fears Do you have worries about your illness or medical care? If so, what
worries do you have?

8. Possible personal, cultural, religious, or
spiritual beliefs

Do you have any personal or cultural beliefs that might influence your
preferences for future care and treatment?

9. Patient’s hopes for current medical plan
of care (part 1)

What do you hope for with your current medical plan of care?

10. Patient’s hopes for current medical
plan of care (part 2)

I understand these hopes. If all these hopes do not come true, what else
would you hope for?

11. Help making an informed decision
regarding CPR

What do you understand about resuscitation?

12. Discuss goals, values and preferences
for future complications

Tell me in your own words what you understand about this option
[Selective Treatment plus Comfort-Focused Care]?

13. Preferences relating to final place of
care

Do you have preferences relating to the final place of your care?

Reprinted with permission from Zwakman et al. [17] and under the Creative Commons Attribution 4.0 International

License (http://creativecommons.org/licenses/by/4.0/)

https://doi.org/10.1371/journal.pone.0271919.t001
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the effect of a modified version of the Respecting Choices (RC) advance care planning (ACP)

intervention in six European countries: the Netherlands, Belgium, Italy, Slovenia, United

Kingdom and Denmark. The RC ACP programme from La Crosse, Wisconsin, in United

States is recognized as a comprehensive and structured ACP programme (https://

respectingchoices.org/). Within the ACTION trial, an adapted version of the RC ACP pro-

gramme, combining the RC First Steps and Advanced Steps were evaluated. In total, 23 hospi-

tals, twelve intervention hospitals and 11 control hospitals included patients from 2015 to

2018. The ACTION patient population consisted of competent adult patients with advanced

lung (small cell or non-small cell, stage III and IV) or colorectal cancer (stage IV or metachro-

nous metastases) with a WHO performance status of 0–3 and an anticipated life expectancy of

>3 months. Patients received the ACP intervention as one or more structured conversations

with a trained facilitator. Based on patient preferences, a caregiver of the patient, a ‘personal

representative’ (PR), was also invited to participate. During the conversations, the MPF was

introduced to the patient and his or her PR. Additional information about the ACTION trial

(Trial Number: ISRCTN63110516) and the ACTION RC ACP intervention is presented in S1

File and in a protocol article [18].

The first discussions about the ACTION AD, the MPF, took place between country repre-

sentatives (consortium members and clinicians from the different ACTION countries) during

RC ACP intervention training sessions held in Wisconsin, the United States, in May 2014. The

first version of the MPF was circulated within the ACTION consortium in August 2014. It

focused on four themes: cardiopulmonary resuscitation, life-prolonging treatment, artificial

nutrition and fluids and information about whom the form had been discussed with (S2 File:

My Preferences Form (version 1)).

From the start of the ACTION trial in December 2013 to March 2015 when the MPF was

finalized, 10 versions were circulated within the ACTION consortium. During this period of

time, especially two key sources were drawn upon: the 2005 Wisconsin ‘Physician Orders of

Life Sustaining Treatment Form’ (POLST) [19] and the ´La Crosse Region Power of Attorney

for Healthcare Document´ (POA-HC) [20]. The reason that these two documents were applied

as the primary inspiration sources was that they had been used as part of the Respecting

Choices training in La Cross, Wisconsin, US. The POLST is a medical orders form for patients

who are serious ill, frail or at the end of life, completed by health care professionals together

with the patient, whereas the POA-HC is an AD, which can be completed by all competent

adults. The POLST form was the major inspiration source applied for version 1, whereas the

POA-HC was used as a basis for version 3.

To accommodate the different local regulations in relation to ACP and ADs in the six

ACTION countries, it was decided that the MPF could either be applied as a legal AD, as an

addition to local forms or simply used as a communication tool. As such, we also refer to the

MPF as an AD ’communication tool’ several places throughout this article. Completion of the

form was optional. The form was to be patient-held, but could be transferred to the medical

file and shared with health care professionals on the patient´s initiative.

Information about how patients completed the MPF and comparison of their goals and

preferences across countries is provided by Zwakman et al. [21].

Data sources

This paper is fully data driven, based on analysis of all written ACTION documents and mate-

rials officially shared among consortium members relating to the development of the MPF.

Three groups of people participated in written feedback and discussions and can thus be con-

sidered the “data sources”: the ACTION consortium members (the authors of this article
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included), clinicians from the hospitals participating in the trial and the facilitators from each

of the countries who delivered the intervention. As clinicians and facilitators provided written

feedback on one occasion only during the development phase of the MPF, the ACTION con-

sortium members can be considered the main data source. For characteristics of the three

groups, see Table 2. As this article is based upon written internal communication within the

ACTION consortium not originally planned to be used as data, consent has been obtained

with the constraint that quotes are only linked to one of the three groups of people providing

the data material.

Data collection and data material

In order to collect all written feedback and discussions relating to the development of the

MPF, 1,164 emails and their attachments circulated within the ACTION consortium from

December 2013 to March 2015, where the final version was circulated, were scrutinized. From

this process, 76 documents with content about or related to the development of the MPF were

identified and extracted: 10 versions of the MPF and 66 documents with overall information

about the development of the MPF (Table 3).

Ethical considerations

Ethical approval for the ACTION trial was obtained from the institutional review board (IRB)

of the coordinating centre (‘Medische Ethische Toetsings Commissie (METC) Erasmus MC’)

Table 2. Overview of the groups of people who contributed to the development of the My Preferences Form
(MPF).

Groups Short description of people within the groups

The ACTION
consortium

The ACTION consortium consisted of 28 researchers (professors, senior researchers and
junior researchers) and clinicians from multidisciplinary backgrounds within medicine,
nursing, public health and social science from Belgium, Denmark, Italy, the Netherlands,
Slovenia and United Kingdom

Clinicians from
hospitals

13 physicians and nurses (primarily physicians) specialized in either oncology or palliative
care from Belgium, Denmark, Italy, the Netherlands, Slovenia and United Kingdom

Facilitators Eight female Dutch facilitators, who were all nurses and primarily specialised in oncology.

https://doi.org/10.1371/journal.pone.0271919.t002

Table 3. Overview of the various kinds of textual data that was applied and coded.

Type of document Number of documents
(N = 76)

The official versions of the MPF 10

E-mails 17

Consortium meeting minutes (both revised and final) 10

MPF with comments/corrections 11

ACTION RC ACP conversation guides with comments/corrections 14

Original RC material 2

Teachers´ meeting minutes 3

Summaries about planning and decisions made 2

Feedback proposals in relation to the MPF/the conversation guides or the
intervention in general

6

Summary of pre-test with clinicians in all countries 1

https://doi.org/10.1371/journal.pone.0271919.t003
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and the IRBs of the five ACTION countries. In addition, all ACTION consortium members

provided written informed consent through email allowing for their internal communication

(email, meeting minutes etc.) to be used as data in the article.

Data analysis

The data analysis consisted of two steps: first a systematic comparison of the 10 versions of the

MPF, followed by a qualitative analysis of the remaining 66 documents.

The descriptive level—the systematic comparison. The systematic comparison of the 10

versions of the MPF was carried out in Excel, listing the versions side by side, allowing for a

clear visualization of the development in between versions and of the overall development.

From this overview, a figure summing up the development (presented as Fig 1 in the Results

section) and a written comprehensive descriptive summary of the development and modifica-

tions of each section was made.

The qualitative analysis—framework analysis. The framework approach by Richie and

Lewis [22–24] was used to analyse the textual data from the development process. The

approach has five steps; familiarization, identifying a thematic framework, indexing, charting,

mapping and interpretation [22–24]. The approach is considered flexible, yet systematic and is

known for its ability to reduce large amounts of various kinds of data through thematic frame-

works and matrices while remaining transparent and grounded in data [23].

The first author (CMA) carried out all steps of the analysis, while two experienced and

senior researchers with qualitative research experience (JS and ATJ) participated in selected

steps and provided continuous supervision. The framework approach was used flexibly as it

was adjusted to the focus of the research.

The first step, the familiarization process, was linked to the descriptive level of the analysis

and built on immersion in and examination of all the data, notetaking and a systematic com-

parison of all the versions of the MPF. Based on this step and discussions between the CMA

and R1 and R2, an initial thematic framework was made in step two. The initial thematic

framework consisted of 19 codes, some of which were descriptive while others were analytical.

This initial thematic framework was tested by CMA and R2, discussed by CMA, R1 and R2,

Fig 1. Overview of the thematic development of the My Preferences Form (MPF).

https://doi.org/10.1371/journal.pone.0271919.g001
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and subsequently refined. This alteration of the thematic framework meant that additional

codes, emerging from the testing itself, were added, and that the more analytical codes were

deleted, as they did not work well in practice at this stage of the analysis. In step three, the final

thematic framework, now consisting of 20 codes (Table 4), was applied to the 66 documents

by CMA using the qualitative analysis software programme NVivo 11. In step four, CMA

transferred all coded data into seven theme-based matrices, either as summaries of data or

“raw” data, linking theme (the codes) and case (versions of the MPF). This provided an over-

view of the discussions taking place at the different steps of the development process. In step

five, matrixes were reviewed and interpretation notes were made.

Results

The final version of the My Preferences form

The final version of the MPF (version 10) was circulated in March 2015. It was a comprehen-

sive form that aligned with the ACTION RC ACP conversation guides to be applied by facilita-

tors during the ACP conversations. The final version of the MPF form contained six themes:

the patient´s thoughts about living well, hopes for the current medical plan of care, cardiopul-

monary resuscitation, life prolonging-treatment, preferences for final place of care and other

general preferences (S3 File: My Preferences Form (version 10)).

Table 4. The final coding framework.

Name of main codes and sub codes Description of main codes and sub codes

Adaptation Data where the need for adaptation is mentioned or discussed

Aim (of My Preferences form) Data about what kind of document we need and strive for

Health care agent Data about the Health Care Agent

Sharing and adapting the form Data about how to adapt the form, how to share the form and who is
responsible for the form.

Local ACP—or the lack of it Data about official ACP practices within the ACTION countries—or the lack
of it

Structure and design of the form Data about how the form should be structured and designed (open questions,
ticking boxes etc.)

Other Data which do not fit within one of the current nodes

Relevant data from the conv. guides Data from the RC ACP conversation guides that are relevant for the
development of the intervention or the MPF

Section A (living well) Data about the inspiration of section A, its content and its use

Indirectly about section A Data indirectly about section A´s development, use and purpose

Section B (hopes) Data about the inspiration of section B, its content and its use

Indirectly about section B Data indirectly about section B´s development, use and purpose

Section C (Cardiopulmonary
resuscitation)

Data about the inspiration of section C, its content and its use

Section D (goals of care) Data about the inspiration of section D, its content and its use

Section E (Final place of care) Data about the inspiration of section E, its content and its use

Section F (other preferences) Data about the inspiration of section F, its content and its use

Section G (discussed with) Data about the inspiration of section G, its content and its use

Section H (Artificial nutrition and
hydration)

Data about the inspiration of section H, its content and its use

Views about ACP and ADs Data about views, statements and discussions about ACP and ADs which
directly or indirectly shows how people understand ACP and ADs

When to use to form (capacity
issue)

Data about when the form should be applied

https://doi.org/10.1371/journal.pone.0271919.t004

PLOS ONE Development of an advance directive ’communication tool´

PLOSONE | https://doi.org/10.1371/journal.pone.0271919 July 28, 2022 7 / 18

https://doi.org/10.1371/journal.pone.0271919.t004
https://doi.org/10.1371/journal.pone.0271919


From the first to the final version of the MPF only two (highly revised) themes remained:

cardiopulmonary resuscitation and life-prolonging treatment. Fig 1 gives an overview of the

development of the themes (sections) included in versions 1–10 of the MPF. This figure shows

that four sections were added and three sections were removed (one only to be reintroduced)

during the development process. The sections added were: the patient´s thoughts about living

well, hopes for the current medical plan of care, preferences for final place of care and other

general preferences. The sections removed were: artificially administered fluids and nutrition,

‘my preferences as above have been discussed with’, and final place of care (the latter reintro-

duced). Furthermore, in 22 cases, at least one or more modifications were made in relation to

either content or wording within a section.

Below the development of the individual sections within the MPF is described in detail.

Section Amy thoughts about living well and section B my hopes for my current medical

plan of care. What ended up as section A ´My thoughts about living well´ and section B ´My

hopes for my current medical plan of care´ was added to version 3 of the MPF. The sections

were added based on discussions about how to adapt the RC intervention materials and the

MPF to the needs of patients with advanced cancer. As argued by a consortium member: ‘In

our view, the proposed ACTION document [version 1] misses most of the important issues when

it concentrates on CPR and end of life care only’. As a result, a focus on not only future, but also

the current situation and treatment preferences was incorporated into the MPF with the topics

of ‘living well’ and the patient´s ´hopes for the current medical plan of care´. The ‘living well’

topic was taken from the ACTION RC ACP conversation guide. It contained three questions

for the patient to answer: 1) activities or experiences that were important to living well, 2) fears

or worries and 3) cultural, religious or spiritual beliefs. The ‘hope’ topic was imported from the

RC ACP ´Next Steps´ curriculum, which was not originally meant to be applied within the

ACTION trial, but was added with recommendation and permission from the RC organisa-

tion. This expansion of topics within the MPF and the ACTION RC conversation guides was

not done without hesitation as expressed by a consortium member: ‘[. . .] we need to be very

careful not to turn the conversation into a general conversation about palliative care needs and

concerns’. The consortium member thereby highlighted the risk of taking away focus from

what should happen if the patient lost his or her capacity.

In summary, it was decided to add sections A and B to make the MPF as relevant as possible

to the needs and situation of patients with advanced cancer.

Section Cmy preferences regarding cardiopulmonary resuscitation (CPR). Section C

was extensively discussed. The first major discussion arose after the first version was circulated.

It centred on whether cardiopulmonary resuscitation (CPR) should be part of the MPF at all.

As one consortium member argued ‘[. . .] CPR is less important for cancer patients, hence the

strong focus on CPR in the document [. . .] is somewhat less relevant’. While questioning the

clinical relevance of CPR in relation to the ACTION patient population, among whom the

cause of death is likely to be advanced cancer, as well as considering the low chances of survival

after CPR when having advanced cancer [25–27], the topic nonetheless remained part of all 10

versions of the MPF.

Throughout the 10 versions, section C was modified on six occasions (see Fig 1). Most of

these modifications included changes to the number of options provided in relation to cardio-

pulmonary resuscitation and the wording of these (see Table 5, section C).

Overall, several discussions took place highlighting implications and challenges associated

with the overall concept of the form. As an example, it was discussed what format was pre-

ferred (ticking boxes or free text). Another lengthy and recurrent discussion was whether

patients should be allowed to have all choices possible as seen in relation to, for example, the

topic of CPR. In this relation two main arguments were brought forward: the first relying on
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Table 5. Overview of the main modifications made within the My Preferences Form (MPF).

Main modifications made to the sections that ended up as part of the final version of the MPF

Section A V3

My thoughts about living well Activities or experiences that are important for me to live well:

I have the following fears or worries:

I have the following cultural, religious or spiritual beliefs:

Section B V3

My hopes for my current

medical plan of care

My hopes for my current medical plan of care include:

Introduction text to section

C-F

V7

If I were to become unable to communicate and express my preferences I would like the following issues to be taken into account (sections C-F)

Section C V1 V2 V3 V4 V6

My preferences regarding

resuscitation

Treatment preferences

when I am not breathing

and have no pulse:

Resuscitate.

Do not attempt or

continue any

resuscitation.

Wishes and concerns

regarding CPR:

Cardiopulmonary Resuscitation (CPR):

• I have an incurable illness or injury and am dying; OR

• I have no reasonable chance of survival if my heart stops; OR

• I have little chance of long-term survival if my heart stops and

the process of resuscitation would cause significant suffering.

I do not want CPR attempted if my heart or breathing stops.

My preferences regarding resuscitation:

I want to be resuscitated.

I want CPR attempted unless my physician determines one of the following:

I want CPR attempted unless my physician determines one of the following (scenarios

are identical to those described in V3).

I do not want CPR attempted if my heart or breathing stops.

My preferences regarding resuscitation:

I wish to have CPR attempted if my physician considers it medically appropriate in my

actual situation.

I do not wish to have CPR attempted if my breathing or heart stops.

Section D V1 V2

My goals of future care Treatment preferences when I have a pulse and/or am breathing

Comfort Care only: I am treated with dignity, respect and kept clean, warm and dry. Food and fluids are offered by mouth, but not

forced upon me. Attention is paid to hygiene. Medication, positioning, wound care, and other measures are used to relieve pain

and suffering. Oxygen, suction and manual treatment of airway obstruction may be used as needed for comfort. These measures

are to be used where I live. If comfort measures fail, contact my physician.

Comfort Care with Limited Additional Interventions aimed at prolonging my life:

Includes comfort care as described above. May include cardiac monitoring and oral/IV medications. Transfer to hospital if

indicated, but no endotracheal intubation or long term life support measures. I understand that this type of care usually does not

involve admission at an intensive care unit.

Full Treatment to Prolong my Life: Includes comfort care as described above plus measures that may prolong my life, such as

endotracheal intubation, advanced airway, and cardioversion/automatic defibrillation at the intensive care unit.

Other instructions:

Wishes in relation to future treatment: Wishes and concerns regarding life sustaining-treatment:

V3 V5 V6

Goals of future care

When I have lost the capacity to make my own decisions

and have a complication that I am unlikely to live through

(survive), I prefer the following measures to be taken:

Comfort Care only. Allow natural death.

My care should include keeping me comfortable, clean, and

warm. I prefer reasonable measures to offer me food and

water that I can take by mouth. I would like medications,

positioning, wound care, and other measures that relieve

my pain and suffering. Oxygen, suction, and other simple

treatments to treat anything blocking my ability to breathe

may be used for purposes of comfort. I prefer these

treatments to be provided where I live. I only want to be

hospitalized if there is no other way to keep me

comfortable.

Comfort Care with Limited Additional Interventions.

In addition to the comfort measures listed above, cardiac

monitors, oral, and IV medications may be used to help my

heart and breathing and I may be transferred to the hospital

if needed. I would prefer not to be intubated and not to go

to the intensive care unit.

All Available Treatment to Restore my Heart, Lung, and

Other Organ Systems. In addition to the comfort and other

treatments listed above, I prefer the use of all measures

including a tube into my lungs to help me breathe, a

breathing machine, and all treatments available in an

intensive care unit.

The description scenario is identical to the one applied in V3.

Comfort Care. Allow natural death.

Only minor change in wording: However, I may be hospitalized if

there is no other way to keep me comfortable.

Comfort Care with Additional Interventions. Broadly speaking

this would mean that in addition to the comfort measures listed

above, I agree with any additional intervention my physician

determines that might improve my condition.

My Goals of future care

In the case I have lost the capacity to make my own decisions and have a complication that I am unlikely to live through, I prefer the following measures to be taken:

Comfort Care

Comfort care. Allow natural death.

Broadly speaking this would mean that my care should include keeping me comfortable, clean, and warm. I prefer reasonable measures to offer me food and water. I would like

medications, positioning, wound care, and other measures that relieve my pain and suffering. Oxygen, suction, and other simple treatments to treat anything blocking my ability to

breathe may be used for purposes of comfort.

Comfort Care with Additional Interventions

Modification: might prolong my life/might improve my condition

V7 V8 V9 V10

My goals of future care

I know that it happens to some patients that they experience

a complication. Should I have such a complication while I

am unable to communicate and express my preferences, the

following option best fits my goals and values:

Comfort Focused Care

Primary goal of maximizing comfort (natural death may

occur).

The focus of this option is to relieve pain and suffering. This

may include medications and other simple treatments to

treat any symptoms I may have. I understand that this may

involve transfer to hospital only if my comfort needs cannot

be met in my current location.

Selective Treatment

Primary goal of attempting to treat the complication

This includes all treatment to keep me comfortable as

described in Comfort-Focused Care. This also includes

other interventions the physician thinks might help me

recover from the complication. I am aware that some of

these treatments may require admission to hospital.

The description scenario is identical to the one applied in V7.

Comfort Focused Care

Modification: deletion of ‘natural death’ and replacements of

‘treatments’ with ‘interventions’.

Selective Treatment

The text is identical to the one in V7.

Modification: ‘Potentially life-threatening’ has been added to describe the complication in

the description scenario.

Selective Treatment plus Comfort Focused Care.

Primary Goal of attempting to treat the complication. I would like my physician to give

it a try and provide me with interventions he thinks might help me recover from the

complication and extend my life. In addition to that, pain and suffering will be relieved.

This may include medications and other simple interventions to treat any symptoms I

may have. I understand that any of these treatments may involve transfer to hospital.

Comfort Focused Care only

Modification: ‘only’ has been added: ‘The only focus of this option is to relieve pain and

suffering’.

(Clarify or elaborate below, if appropriate)

My goals of future care

I know that it happens to some patients that they experience a potentially life-

threatening complication. Should I have such a complication while I am unable to

communicate and express my preferences, the following option best fits my goals and

values:

Selective Treatment plus Comfort Focused Care.

Primary Goal of attempting to treat the complication

I would like my physician to provide me with interventions he thinks might help me

recover from the complication and extend my life. In addition to that, pain and

suffering will be relieved. This may include medications and other simple interventions

to treat any symptoms I may have. I understand that any of these treatments may

involve transfer to hospital.

Comfort Focused Care

Primary goal of maximizing comfort.

The focus of this option is to relieve pain and suffering. This may include medications

and other simple interventions to treat any symptoms I may have. I understand that

this may only involve transfer to hospital if my comfort needs cannot be met in my

current location.

(Clarify or elaborate below, if appropriate)

Section E V2 V6 V7

(Continued)
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Table 5. (Continued)

My Preferences regarding

final place of care

Preferred place of care at

the end of life:

Preferred place of death: My preferences regarding place of care

I have a preferred place of care. This place is:

I do not have a preferred place of care.

My preferences regarding final place of care.

I have a preferred final place of care. This place is:

I do not have a preferred final place of care.

Section F V2 V3 V5 V6

My other preferences that I

consider important to be

known by those who care for

me

Wishes and concerns in

relation to end of life/

death:

Whatever else is important for

you to be known by those who

care for you (no matter how

trivial it is):

My other preferences that I consider important to be known by

those who care for me:

(Instructions: these may relate to e.g. place of care/place of death)

Identical to text in V3.

(Instructions: may relate to e.g. place of care/place of death’ and ‘use of or refusal of any

specific interventions)

Identical to text in V3.

(Instructions: may relate to e.g. use of or refusal of any specific interventions)

https://doi.org/10.1371/journal.pone.0271919.t005
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the fact that patients across the six ACTION countries could not (and still can´t) demand

CPR, since this is a medical decision taken by the treating physician, who has ´the obligation

to deliver only appropriate treatment´ [28], albeit informed by the patient´s views and wishes.

The second argument focused on the ethical obligation to offer CPR as a real choice as part of

hearing our patients´ goals and preferences: ‘Section C of ‘My Preferences’ form, as it is now

[version 3], does not allow to freely choose CPR because it does not include the ‘free’ option ‘I

want CPR attempted if my heart stops’ [. . .]’. Following this line of arguments, the option ‘I

want to be resuscitated’ was added in version 4. However, the wording of this option was again

criticized for potentially conflicting with the physicians´ ultimate decision-making capacity on

cardiopulmonary resuscitation. As Illustrated in Table 5, this specific discussion went back

and forth and several solutions were applied. In addition, the status of the form, which was

originally meant to be patient-held, and therefore not routinely included in the hospital rec-

ords, also led to discussion. As highlighted by a consortium member reporting clinician feed-

back: ‘The DNAR [do not attempt resuscitation] needs to be communicated with clinical teams

immediately. This should not be the patient’s responsibility´. Ultimately, section C ended up

with two options in relation to cardiopulmonary resuscitation emphasising that the physician

has the decision-making capacity (Table 5, section C, version 6). The illness and survival sce-

narios previously described in versions 3 and 4 were left out (Table 5, section C, version 3–4),

as the interpretation of these scenarios differed among consortium members. In relation to the

status of the form as a patient-held form, the solution ended up being pragmatic: most

ACTION countries used the form as a patient held form which could be shared with medical

staff (BE, IT, NL, SI, UK) while Denmark aimed to transfer the goals and preferences expressed

directly into the medical files with consent of the patient.

In summary, section C was primarily adapted to comply with national clinical and legal

guidelines in relation to medical decision-making.

Section Dmy goals of future care. Similar to section C, section D ‘My goals of future care’

was also included in all 10 versions of the MPF as the topic was considered a key part of the AD.

Section D consisted of two parts: a description scenario providing a context for the section and

options. During the development phase, section D was modified on nine occasions (see Fig 1).

Contextualising section D. The first description scenario was inspired by the POLST form

indicating ‘treatment preferences when I have a pulse and/or am breathing’ (Table 5, section D,

version 1). In versions 3–5 (similar to version 6) the wording said ´When I have lost the capac-

ity to make my own decisions and have a complication that I am unlikely to live through (sur-

vive), I prefer the following measures to be taken´ (Table 5, section D, version 3–5). However,

from version 7, a general statement on capacity covering sections C-F was included. It said: ´If

I were to become unable to communicate and express my preferences I would like the following

issues to be taken into account´ (Table 5, section D, version 7). Following this decision, the

description scenario for section D focused on explaining the circumstances for which the

options might be relevant, e.g. a potentially life-threatening complication (Table 5, section D,

version 7–10). Throughout the process, the wording of capacity was much discussed and dif-

ferent words and phrases were proposed: ´capacity´, ´unconsciousness´, ´incompetence´,

´unable to make your own decisions´, ´unable to communicate´ etc. In this relation, a consor-

tium member argued: ‘ACP may be useful even in cases in which the patient is not unconscious

and to some extent still able to communicate, but he/she is not able to make autonomous choices

due to internal factors (such as pain,medication, stress, disease progress) or external factors (e.g.,

pressure from family and friends) [. . .]’. Following this line of thought, the final wording

applied was therefore to be ‘unable to communicate and express my preferences’.

Restriction of options within section D. One of the most significant modifications made in

section D was the reduction from three to two options (Table 5, section D, versions 1 and 5).
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This change happened following continuous discussions within the consortium and with clini-

cians. It was concluded that the medical interventions presented within the ‘full treatment’

option were clinically irrelevant for the ACTION patient population and would rarely take

place in the European settings. As explained by consortium members reporting clinician feed-

back: ‘In the UK [United Kingdom] it is very, very unlikely that a patient with this level of disease

would ever end up in ICU [intensive care unit] [. . .]’ and ‘about preferences for intubation or

ventilation he [the physician] stated that [. . .] they are rarely relevant for our target group [. . .]´.

Moreover, these statements also lead to reflections within the consortium about the concept of

ACP and ADs in relation to national practical implications in the ACTION countries. As

asked by a consortium member: ‘[. . .] Do we want to know the patient´s wishes (no matter

whether or not these can be followed) or do we want to only provide our patients with wishes

which can potentially be followed? Allowing our patients to tick the third option, would in many

ways feel like ‘deceiving’ and ‘cheating’ them [. . .].However, on the other hand it would clearly

illustrate for the physician how far the patient is generally willing to go [. . .]’. Eventually, the

option ‘full treatment to prolong my life’ was deleted from the MPF, as it was not seen as clini-

cally relevant or plausible.

Removal of specific locations for treatment/care in section D. Another topic that was dis-

cussed in section D was that of linking the treatment options with locations (the hospital, at

home etc.). Feedback from the Dutch facilitators and different clinicians indicated that the cur-

rent options were too fixed. As a consortium member reporting clinician feedback recalled:

‘[. . .] The physician suggested to include the opportunity to express the preferences about comfort

care to be provided in hospices, not only where the patient lives’. However, providing a broader

range of locations did not solve the problem of potentially making promises which might not

be kept in the end. Especially for those patients with a strong preference for staying at home it

was considered important to highlight the connection between more intensive treatment and

the likelihood of hospitalisation. A consortium member therefore proposed: ‘[. . .] to leave out

‘places’ for section D and instead say something like ‘you need to be aware that the more treat-

ment you wish to receive, the more likely it is that you will need to become hospitalized’. Thus, to

avoid limiting patients´ choices by providing “package deals” as well as providing promises

that might not be kept, specific locations were replaced with phrases indicating that transfer to

the hospital might take place (Table 5, section D, versions 1 and 10).

Considering country-specific contexts in section D. However, it was not only locations that

were eventually left out, but also certain phrases or words within the options. One example is

in relation to the topic of nutrition and fluids as stated within the Steering committee meeting

minutes (Table 5, section D, version 1): ´taking in food and water by mouth´ is problematic in

Italian context.Will be changed into: ´taking in food and water´. The quote referred to that

before law no. 219/2017, artificial nutrition and hydration were not unanimously considered

medical interventions but rather forms of basic care in Italy [13, 29]. This meant that the word-

ing ´by mouth´ was not appropriate for the Italian situation, as it would exclude ANH within

the comfort care option. As a standardized form across the ACTION countries, the MPF

needed a wording acceptable for Italy. As a result, the wording was adapted in version 6. From

version 7 and onwards, the phrase was nonetheless fully left out. Another example is that of

the wording ´allow natural death´ included in version 3. This wording was deleted in version 8

as a consortium member asked: ‘Who is not in favour of natural death but does this automati-

cally translate into a no to antibiotics against pneumonia?´.

From clinical to lay terminology within section D. A final and far-reaching modification to

section D that happened gradually over the developmental process was in relation to overall

terminology. From applying clinical terminology to describe a set of specific treatment proce-

dures in version 1, version 10 of the MPF uses lay terminology and refers to unspecified
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medical interventions determined appropriate by the physician (Table 5, section D, versions 1

and 10). This major change in language happened gradually based on the decisions and discus-

sions already presented and the continuous critique from consortium members and clinicians

who argued that the options were too complicated for clinical staff to explain and for patients

to understand. Paradoxically, this change in language resulted in a consortium member

reporting feedback from a clinician saying that the form was ‘not useful if written in lay lan-

guage’. Thus, a dilemma about how technical language should be remained.

As section D continued to be challenging, a pragmatic solution was eventually applied to

help prevent erroneous use or interpretation of the patient´s goals and preferences; a space for

free text was added below the options allowing the patient or facilitator to clarify when needed.

Section E my preferences regarding final place of care. The topics of ´place of care at the

end of life´ and ´place of death´ were introduced in version 2. The sections were added based

on discussions about how to best meet the needs of cancer patients, but were deleted in version

3, as it was decided that the same information could be documented in section F (´My other

preferences´). In version 6, the topic ´preferred place of care´ was nonetheless reinstated as an

independent section. In version 7, the wording ‘final’ was added (´preferred final place of care

´ i.e. preferred place of death). Discussions about these adaptations could not be found within

the material.

Section F my other preferences to be known by those who care for me. As part of the

proposal for expanding the MPF to make it relevant to cancer patients, the topic of ‘other pref-

erences’ was introduced in version 2. From version 3–7 of the form, instructions for what

could be included within the section were listed. These instructions were modified several

times (Table 5, section F, versions 3, 5 and 6), depending on the focus within the rest of the

form and the needs expressed by consortium members. From version 8, no instructions were

listed.

Sections that were deleted. Two sections, which originally were part of version 1 of the

MPF, were deleted during the development process. The section ‘Artificially administered flu-

ids and nutrition’ was deleted with the argument that there were already existing and clear pro-

cedures in place in the countries. The section ‘My Preferences as described above have been

discussed with’ was deleted in version 9. The argument was that the patient could not have dis-

cussed the MPF with anyone, as the form was first presented to the patient during the

ACTION RC ACP conversations.

Discussion

Within an eight-month period from August 2014 to March 2015, the ACTION AD ’communi-

cation tool’, the MPF, was developed within the ACTION trial. Building on a fully data driven

analysis, using qualitative methods, this article provides insight into the challenges and discus-

sions faced as part of developing and adapting the ACTION AD specifically to a cancer popu-

lation and, not at least, for use across six different European countries.

As described within the result section, several modifications took place during the develop-

ment process. From the first to the final version of the MPF, only two revised themes remained

(´cardiopulmonary resuscitation´ and ´life-prolonging treatment´). The development process

ended up being more complex and time consuming than first expected. The result was a the-

matically comprehensive AD for cancer patients that was acceptable for all six ACTION coun-

tries and which mirrored the ACTION RC ACP conversations taking place within the

ACTION trial.

Two arguments especially affected the development process. The first argument was the

need for an AD that was thematically and clinically relevant for cancer patients, their PRs and
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clinicians; e.g. a disease specific rather than a generic AD. The second argument highlighted

the need for making the US inspired form suitable for the clinical, legal and cultural frame-

works in the six different European countries participating in the ACTION trial.

The choice of a disease specific advance directive ’communication tool’

From our knowledge, the ACTION AD positions itself as one out of few disease specific ADs

for cancer patients [5]. While far from widespread, discussions about or examples of disease

specific ADs have continued to resurface over the years. Examples have been seen in relation

to cancer, human immunodeficiency virus (HIV), dementia and end-stage renal disease

(ESRD) [4–6, 30]. Common for these examples are descriptions of how generic ADs fail to

capture relevant (disease specific) dimensions and decisions to be made and therefore risk

being inadequate. These arguments are similar to the views expressed during the development

process of the MPF, which as a result ended up being a more comprehensive form. Zwakman

et al., who investigated how the MPF was completed by the ACTION patients, highlight exactly

this characteristic and suggest this might be one of the reasons to why the ACTION patients

completed the form in the first place [21]. Finding completion of an AD irrelevant or prelimi-

nary, together with lack of knowledge, have commonly been reported as barriers to AD com-

pletion [8, 31, 32]. Future research could ideally investigate not only patient acceptability and

the effect of disease specific ADs [30], but also whether a disease specific AD could be an

advantage in relation to some of the barriers previously mentioned.

From a US POLST inspired framework to a European advance directive
’communication tool’

While the ACTION consortium members spoke of the MPF as an AD ’communication tool’, a

POLST form was, as also previously highlighted, applied as the main inspiration for the first

version of the MPF. A POLST form is a patient-held medical order for patients who are seri-

ously ill, frail or at the end of life [33]. As stated by Mayora et al., who adapted the Oregon

POLST form for Brazil, it is important to understand the differences between a POLST form

and an AD [34]. They differ from each other in their language, context and use [35]. The use

of the POLST form as an inspiration source might therefore explain some of the challenges

met during the development process of the MPF, for example, the significant change from

clinical to lay language and the general discussions about the aim, ownership and overall con-

text of the MPF. Furthermore, using the POLST form as the main inspiration source also

meant applying a US inspired framework for a multinational European study. The conse-

quence was that some of the options described in the first versions of the MPF simply did not

match the clinical reality within the European countries. As an example, the prescribed actions

within the ´full treatment´ option in section D (´my goals of future care´) were considered

unlikely to take place in the ACTION countries and was therefore deleted.

In addition, challenges concerning the topic of decision-making capacity were repeatedly

discussed by the ACTION consortium. Which options should (and could) be offered to

patients? And ultimately, who decided: patient or physician? Within the MPF, the physicians´

liability was prioritised above the choice of the patients. This was done to match the clinical

reality within the ACTION countries where a patient´s wish for certain potentially lifesaving

medical procedures, for example CPR, will not be fulfilled if deemed futile by the physician. As

reported by Rietjens et al., patients do not necessarily have the same authority to refuse or

request treatment across countries [1]. Cultural differences in relation to, for example, deci-

sion-making should therefore be taken into account when transferring and trying to adopt

concepts or practices such as ACP and ADs. Similar points have been emphasised by Horn,
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who has provided accounts of how patient autonomy is valued differently across countries as

well as examples of how cultural context and the law impact on physicians´ use of ADs [36,

37]. Thus, while standardisation is a key concept within multinational trials, the need for local

adaptations also needed to be accommodated.

The ACTION consortium—a European multinational consortium

As indicated within the background section, the ACTION countries had different starting

points and prerequisites in relation ACP and ADs. The idea of a standardized AD ’communi-

cation tool’ for cancer patients to be used across six different European countries was therefore

ambitious. In hindsight, it might even be relevant to ask the following question: ´did the

ACTION consortium members hold the same definitions and ideas of the concepts of ACP

and ADs?´. While a somewhat controversial question, two Delphi-studies taking place around

the same time, demonstrated that internationally there was a need for a consensus definition

of at least ACP and recommendations for its use [1, 38]. While there is not a clear answer to

whether the ACTION consortium members held different definitions of ACP and ADs, the

descriptions within the result section provide hints about different conceptualizations at play.

As an example, this was seen in relation to the different discussions and views about the con-

tent and aim of the form, which were being expanded thematically during the development

process. Such different understandings can have challenged the development process even fur-

ther as consensus building became part of the mode of operation within the consortium: it was

not only about developing an AD ´communication tool´, but also about agreeing on what that

exactly meant. This course of events is not surprising as limitations and challenges for putting

ADs in a cross-cultural perspective have previously been stressed [8, 39, 40]. It has also been

shown that, in practice, ADs tend to adapt to the local cultural context which they are placed

within [8, 41]. Within the ACTION trial, the use of the MPF as an informal communication

tool rather than a formal AD ended up being characteristic for the majority of the ACTION

countries.

Strengths and limitations

A possible limitation of this study is the risk that pieces of relevant textual data have not been

obtained or that not all discussions within the ACTION consortium have been documented.

This article nonetheless captures an extensive amount of correspondence during about a year

within a multinational research consortium and provides a data driven analysis about the

development of something as complex as an AD that should be relevant across six different

countries. Such detailed insights have rarely been presented within the literature on the devel-

opment and/or adaptation of ADs.

Conclusion

As part of the ACTION trial, an AD specifically for cancer patients to be used within a multi-

national context (i.e., six European countries) was developed. The development process was

extensive, with no less than 10 draft versions of the document, numerous adaptations and an

overall change from clinical to lay terminology. The result was a comprehensive, thematically

broad AD ’communication tool’ designed for cancer patients across six European countries.

The themes within the final version of the form were ´thoughts about living well´, ´hopes for

current medical plan of care´, ´preferences for resuscitation´, ´goals of future care´, ´prefer-

ences for final place of care´ and ´other preferences´. The main arguments put forward during

the development process were to adapt the AD to the needs of cancer patients while also assur-

ing compliance with clinical, legal guidelines and local practices in the six European ACTION
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countries. Difficulties in the conceptualisation of ACP and ADs emerged relating to several

questions, for example: do we want to know a patient´s goals and preferences, regardless of

whether these can be followed? In the end, the ACTION AD was characterized by its multifac-

eted (hybrid) character, encompassing both elements of an AD as well as of the ACP process

within the ACTION trial.
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27. Riihimäki M, Thomsen H, Sundquist K, Hemminki K. Colorectal cancer patients: what do they die of?
Frontline Gastroenterol. 2012 Jul; 3(3):143–9. https://doi.org/10.1136/flgastro-2012-100141 PMID:
28839655

28. Guide on the decision-making process regarding medical treatment in end-of-life situations [Internet].
Bioethics. [cited 2021 Sep 4]. Available from: https://www.coe.int/en/web/bioethics/guide-on-the-
decision-making-process-regarding-medical-treatment-in-end-of-life-situations

29. Valentini E, Giantin V, Voci A, Iasevoli M, Zurlo A, Pengo V, et al. Artificial nutrition and hydration in ter-
minally ill patients with advanced dementia: opinions and correlates among Italian physicians and
nurses. J Palliat Med. 2014 Oct; 17(10):1143–9. https://doi.org/10.1089/jpm.2013.0616 PMID:
25188766

30. Feely MA, Hildebrandt D, Edakkanambeth Varayil J, Mueller PS. Prevalence and Contents of Advance
Directives of Patients with ESRDReceiving Dialysis. Clin J Am Soc Nephrol CJASN. 2016 Dec 7; 11
(12):2204–9. https://doi.org/10.2215/CJN.12131115 PMID: 27856490

31. McDonald JC, du Manoir JM, Kevork N, Le LW, Zimmermann C. Advance directives in patients with
advanced cancer receiving active treatment: attitudes, prevalence, and barriers. Support Cancer. 2017
Feb; 25(0941–4355):523–31.
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