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them in ACP conversations. Given longer life expectancies, many adult
children will sooner or later become family caregivers who will be called upon
to support older relatives. The study aims to assess the preliminary efficacy of a
community-based ACP-related intervention for raising awareness of the
importance of engaging in ACP discussions and enhancing knowledge to
support their older relatives to engage in ACP conversations. This is a pilot
2-arm parallel group randomized controlled trial with follow-ups at Week 2
and Week 4 after enrolment. Sixty family members of older adults with
multi-morbidity in the community will be recruited, and randomized to either
the ACP group to receive one 2.5-hour educational session or the wait-list
control group. Outcomes of the two groups will be compared using generalized
estimating equations. This study will provide information for designing a
full-scale trial to shed light in developing guidelines in promoting ACP in the
community
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I. INTRODUCTION

The global world faces rapid changes in medical technology, demographics and disease patterns,
resulting in a huge number of older adults who live with chronic diseases. Multi-morbidity is defined as
the co-existence of two or more chronic conditions in an individual [1] and is prevalent in older adults.
Globally, it is present in 70% in people aged > 75 years and close to 90% of those aged > 85 years [2],[3].
Multi-morbidity is associated with disability [4] and greater disability and mortality were observed in
individuals having three or more chronic illnesses across different bodily systems [5],[6]. Hong Kong is
no exception, with 1.32 million (18.4%) were older adults in 2019 and the number will be double,
reaching 2.52 million in 2039 [7]. About 41.8% people aged > 60 were living with multi-morbidity [8].
Advance care planning (ACP) is a process of communication aimed at helping individuals to proactively
make decisions on their end-of-life (EOL) care when they are mentally competent through effective
communication among the individuals, their family or carers, and healthcare providers [9]. Having ACP
could result in many benefits including increasing documentation of EOL care decisions and improving
patient—surrogate congruence in relevant decision-making; decreased caregiver burden, better
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bereavement processes and more positive psychological outcomes for family members; and reduced
healthcare cost and improving quality of care [10]-[13]. Given the vulnerability of older people with
multi-morbidity, ACP is particularly relevant to this population. However, low engagement in ACP poses
national and international challenges, preventing maximization of these potential benefits [14],[15].
Inadequate knowledge of ACP is a commonly reported barrier affecting readiness to ACP conservations
and hence could lead to the low participation [16]-[18].

Family involvement on the other hand has been identified as an important facilitator to ACP
implementation. In both Western and non-Western populations, older adults want to consider the opinions
of family members to support them in making decisions regarding EOL care and treatment options
[19],[20]. Our recent study found that some older adults even clearly indicated to relinquish their right to
plan for EOL care and preferred to allow their doctor or their family or the two parties together to make the
decision for them in ACP conversations [21]. Given longer life expectancies, many adult children will
sooner or later become family caregivers who will be called upon to support older relatives. Preparing
young adults for discussing EOL care with their older relatives is thus very important, as the discussion
will inevitably involve sensitive issues on death/dying, medical knowledge and the use of technical terms
when describing the EOL situation and the related treatment options.

Therefore, we have developed and plan to examine the potential efficacy of a community-based
educational programme to introduce the ACP-related concepts to family members using a caregiver’s
perspective for raising awareness of the importance of engaging in ACP discussions and enhancing
knowledge to support their older relatives to engage in ACP conversations. We hypothesize that family
members receiving the educational programme will have greater improvements in ACP engagement with
their older relatives with multi-morbidity and ACP-related knowledge than family members not receiving
the educational programme.

Il. METHODS

A. Study Design

This is a 2-arm parallel waitlist group randomized controlled trial (RCT) with two follow-ups at Week 2
and Week 4 after enrolment. The methodology of the study was developed according to the CONSORT
checklist to ensure the quality of the study [22].

B. Participants

Family members will be eligible if they are (1) aged > 18; (2) have an older relative who aged 60 or above
and lives with at least two chronic diseases such as cancer, dementia, lung, heart, liver, and renal disease;
(3) perceive themselves will take part in taking care of their relatives in the near future; (4) able to
communicate in Cantonese; and (5) self-reported as cognitively intact. Caregivers will be excluded if their
older relatives have been referred to palliative care service before the study.

C. Treatment Conditions

Intervention group: Family members in the intervention group will receive the community-based
educational programme, which consists of one 2.5-hour face-to-face session to be delivered within two
weeks after enrolment by a trained nurse with more than three-year experience in delivering ACP. The
educational session covers five major areas, including (1) serious illness in older adults; (2) Realities of
caring and dying from a caregiver’s perspective, (3) introduction of the importance of advance care
planning for individuals and communities, (4) effective communication between older adults, family
members, and healthcare professionals in ACP conversions, and (5) audience participations and
clarification including questions, answers and concerns. Special attention has been given to the topics on
palliative and EOL care that are important to the Chinese such as food, pain-free, and being a burden to the
family as the same time being with the family [23]-[25].

Waitlist Control group: Family members in the control group will receive the educational programme to
be delivered by the trained nurse after the follow-up at Week 4.

D. Procedure

Randomization and masking: Caregivers will be randomized into the two arms using a 1:1 allocation.
Before subject recruitment, a separate sequence of group identifies based on computer-generated random
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codes will be prepared and placed in serially numbered opaque sealed envelopes by an independent person
who is blinded to the conditions and will not have contact with potential participants.

Recruitment, baseline assessment, and allocation: Files and posters will be placed in the board in
community centres and churches for subject recruitment. In addition, persons who in-charge of
community centres and churches will be approaches to seek for the opportunity to include the
community-based educational programme as one of their activities in the centres/churches. Research
assistant of the project (RA1) will approach family members who are interested in the project and screen
for their eligibility and explain the study details including aims and procedure to eligible subjects. After
obtaining informed written consent, the caregivers will self-complete the baseline questionnaire (TO)
independently. RA1 then will randomly assign the family members to either the intervention or the
waitlist control group using the pre-prepared envelopes. The participants then will be informed about the
venue and scheduled timeslots of the group they are allocated. To avoid contamination between groups,
the participants will be asked not to share the content of the intervention beyond the members in their
groups.

Follow-ups: Another RA (RA2), blinded to the allocation, will conduct the two follow-ups at Week 2 (T1)
and Week 4 (T2) with the family members by telephone or WhatsApp.

Ethical consideration: The study will comply with the Declaration of Helsinki to ensure confidentially,
anonymity in result dissemination and there will be no interference with the patient’s treatment in the
study. If family members experience negative emotions caused by the sensitive topics, they will be
disjoined the session and counselling will be provided by the research team to acknowledge their
reactions. Family members have every right to withdraw from the study at any time without reprisal.

E. Measures

Primary outcome

1) ACP engagement as a family caregiver: The validated Chinese version of ACP Engagement Survey —
Surrogate Decision Maker [26],[27] will be used to measure the extent of engagement in the ACP process
in the role of surrogate decision-makers. The Chinese version of the scale has 17 items covering four
dimensions: role cognition, contemplation, self-efficacy, and readiness. The questionnaire used a 5-point
Likert scale to gather response. The total score can range between 17 and 85, with higher score indicating
higher level of ACP engagement.

Secondary outcomes

2) Knowledge of ACP: The Knowledge Questionnaire is an instrument to measure ACP-related
knowledge with 5 items addressing the purpose of advance directives, EOL discussion, and issues related
to ACP. The scale has good content validity (CVI>0.9) and internal consistency (0.84) [28].

3) Demographics: We will collect information regarding participant’s demographic characteristics and
participants’ self-reported of health status of their older relatives. The items for the participants will
include: sex, age, marital status, religious, educational level, perceived health status, and the relationship
with their older relatives. The items for the older relatives will include: type of current diseases and
perceived health status.

F. Data Analysis Plan

1) Sample size determination: As recommended by Hertzog, a sample size of 30-40 subjects per treatment
arm is typically recommended for pilot interventional studies [29]. Therefore, we target to recruit 60
family members in this pilot study.

2) Preliminary efficacy and effect size estimation: Intention-to-treat will be applied in all the analyses
whenever applicable. Descriptive statistics will summarize the characteristics of the sample. Independent
t-tests for continuous variables and chi-square tests for categorical variables examine comparability of
groups produced by randomization. Between-group Cohen’s d will estimate the effect sizes of the
community-based educational programme on the two studied outcomes separately. Generalized
estimating equations (GEE) models will assess the preliminary efficacy of the educational programme,
and a significant “Time x Group” interaction term in GEE models support there is an effect of the
educational programme. All statistical analyses will be performed using SPSS with a significant level at
5%.
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I1l. DISCUSSION

Due to the established benefits and the relevant legislation of advance directives, ACP interventions have
been recently extended from hospitals to the community for reaching out to a wider coverage including
both the healthy and the sick at all age groups. The proposed intervention of using a caregiver’s
perspective is a novel idea to create relevance of ACP to young adults who are healthy. It is because under
the current medical model, individual autonomy is fundamental to Western notions of ACP, causing the
development of current community-based ACP interventions using the first-person angle (i.e., patient’s
perspective). It will be too early for young adults, especially those are healthy, to consider ACP for
themselves, even it has been argued that ACP discussions should be started as early as possible.
Furthermore, preparing family members in ACP conversations with their older relatives is also important
because many older adults wanted to take account of family members’ opinions for their decision making.
Thus, introducing ACP using a caregiver’s perspective is a possible way to create relevance to engage
young adults in their older relatives’ ACP conversations. There is also a longer-term impact on the
younger adults themselves because they are prepared and equipped with ACP knowledge and hence, they
should be more ready to have ACP for their own when they are getting older.

We proposed a pilot randomized controlled trial to investigate the preliminary efficacy of a
community-based educational programme to promote ACP conversations in the community by arising
awareness of the importance of such conversations and ACP-related knowledge among family members
of older adults with multi-morbidity. If this pilot RCT demonstrates potential efficacy of the educational
programme as an intervention to improve their engagement in ACP discussions as a family member and
their ACP-related knowledge, such findings will support for a proposal on a main RCT. The study will,
hopefully, provide directions for promoting ACP discussions in the community.
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