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Abstract 

Background: Advance care planning (ACP) is a process involving conversations between patients, loved ones, and 
healthcare providers that consider patient preferences for the types of medical therapies received at the end of life. 
Underserved populations, including Black, Hispanic, rural, and low-income communities are less likely to engage in 
ACP than other communities, a health inequity that results in lower-quality care and reduced hospice utilization. The 
purpose of this trial is to compare efficacy of two interventions intended to motivate ACP (particularly advance direc-
tive completion) for those living in underserved communities.

Methods: This 3-armed cluster, randomized controlled mixed methods design is being conducted in 75 community 
venues in underserved communities across the USA. The goal of the trial is to compare the efficacy of two interven-
tions at motivating ACP. Arm 1 uses an end-of-life conversation game (Hello); Arm 2 uses a nationally utilized work-
shop format for ACP conversations (The Conversation Project); and Arm 3 uses an attention control game (TableTopics). 
Events are held in partnership with 75 local community-based host organizations and will involve 1500 participants 
(n=20 per event). The primary outcome is completion of a visually verified advance directive at 6 months post-event. 
Primary analyses compare efficacy of each intervention to each other and the control arm. Secondary mixed methods 
outcomes include (a) other ACP behaviors and engagement; (b) communication quality; (c) impact of sociocultural 
environment on ACP (via qualitative interviews); and (d) implementation and sustainability. Subgroup analyses exam-
ine outcomes for Black, Hispanic, and rural groups in particular.
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Administrative information
Note: The numbers in curly brackets in this protocol refer 
to SPIRIT checklist item numbers. The order of the items 
has been modified to group similar items (see https:// urlde 
fense. com/ v3/__, http:// www. equat or- netwo rk. org/ repor 
ting- guide lines/ spirit- 2013- state ment- defin ing- stand ard- 
proto col- items- for- clini cal- trial s/__; !!Ls64R lj6!2NIDd IFnVh 
EkLOt 7JwEB wD7mh pOznk W7beW oypRd L7pla WsG5c 
mZEkP d4mMC_ z1X7Z jrPSs AzbFj Yl03o TybAr CXEQ$).’ 
above the administrative information table.

Title {1} Comparing two advance care planning 
conversation activities to motivate 
advance directive completion in 
underserved communities across the 
United States: The Project Talk Trial study 
protocol for a cluster, randomized 
controlled trial

Trial registration {2a and 2b}. ClinicalTrials.gov NCT04612738. Regis-
tered on October 12, 2020.

Protocol version {3} Protocol version and date. Protocol ver-
sion 7 dated 6/9/2022.

Funding [1] This study is supported by the National 
Institutes of Minority and Health 
Disparities (R01MD014141). TableTopics 
provided complementary copies of their 
game for purposes of the study.

Author details {5a} Van Scoy,1,2,3 Levi,2,6 Bramble,7 Calo,3 
Chincilli,3 Currin,7 Hollenbeak,4 Grant, 7 
Katsaros, 1Marlin,,3 Scott, 5 Tucci, 7 Van-
Dyke, 1 Wasserman,3 Witt,1  Green1,2

1Departments of Medicine, Penn State 
College of Medicine, Hershey, USA
2Department of Humanities, Penn State 
College of Medicine, Hershey, USA
3Department of Public Health Sciences, 
Penn State College of Medicine, Hershey, 
USA
4Department of Health Policy and 
Administration, The Pennsylvania State 
University, University Park, PA, USA
5Department of Communication; Univer-
sity of Kentucky, Lexington, USA
6Department of Pediatrics Penn State 
College of Medicine, Hershey, USA
7Hospice Foundation of America, Wash-
ington, DC, USA

Name and contact informa-
tion for the trial sponsor {5b}

Not applicable

Role of sponsor {5c} The funding agency is not involved in 
the design of the study, data collection, 
analysis, interpretation of data, writing of 
the report or decisions to submit reports 
for publication. The PI is responsible for 
these activities.

Introduction
Background and rationale {6a}
Underserved populations, particularly Black/African 
American and Hispanic communities, are vulnerable 
to receiving low-quality care at end of life, resulting in 
unnecessary physical, psychological, and financial suf-
fering. When compared with white Americans, patients 
from these underserved communities are (1) 3 times 
more likely to receive end-of-life care that is not aligned 
with their preferences [2–5]; (2) significantly less likely to 
use hospice services at end of life [6–8]; and (3) 3 times 
more likely to die after a lengthy intensive care unit stay 
that involves unwanted, burdensome treatments that 
are unlikely to reduce suffering or improve quality of 
life [2]. Such health disparities can be addressed in part 
by advance care planning (ACP)—the process of having 
conversations with loved ones or clinicians about one’s 
goals and wishes for end-of-life care and then docu-
menting them in advance directives (ADs), which (for 
the purposes of this manuscript) includes both living 
wills and healthcare power of attorney documents [9]. 
Engaging in these ACP behaviors (including the naming 
of a spokesperson) has been shown to benefit patients, 
families, and society at large by (1) reducing the inci-
dence of unwanted and aggressive end-of-life medi-
cal interventions [10–13]; (2) increasing use of hospice 
resources [14]; (3) decreasing family members’ anxiety, 
depression, and post-traumatic stress associated with 
end-of-life decision-making [12, 15]; and (4) reducing 
end-of-life costs by up to 36% [16–19].

Discussion: This trial will add to the evidence base behind various conversational ACP interventions, examine poten-
tial mechanisms of action for such interventions, and provide qualitative data to better understand the sociocultural 
environment of how community-based ACP interventions are experienced by underserved populations. Results will 
also provide important data for future researchers to learn whether visual verification of advance directives is neces-
sary or whether reliance on self-reported outcomes is of comparable value. Data from this study will inform ways to 
effectively motivate underserved communities to participate in advance care planning.

Trial registration: ClinicalTrials.gov NCT04612738. Registered on October 12, 2020. All information from the WHO 
Trial Registration Data Set can be found within the protocol.

Keywords: Advance care planning, Underserved communities, Advance directives, Health games, Terminal illness, 
Health behavior, Health communication, Mixed methods, Randomized controlled trial
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Efforts to increase ACP and the completion of ADs 
have included clinical practice guidelines, expert state-
ments, and comprehensive reports documenting the 
problems with, and need to improve, ACP and end-of-life 
care in the USA [10, 20–26]. There has been considerable 
research examining various ACP interventions, ranging 
from educational activities to multimedia decision aids 
to one-on-one counseling strategies [27, 28]. Reviews of 
these research interventions have found heterogeneity 
of study design, outcomes, and results, which has fueled 
recent controversy and discourse in the literature ques-
tioning the value of ACP itself [29–31].

Nevertheless, by some accounts, these efforts of the 
past decade have nearly doubled the percentage of white 
Americans who have engaged in ACP [10]. That said, a 
systematic review of research studies (comprising 65% 
white participants) from 2011 to 2016 showed that still 
only 1 in 3 Americans has completed an AD [32], while 
other studies have shown that rates of ACP engagement 
among Black and Hispanic populations have remained 
consistently lower than 25% [10, 20, 24, 33–38].

In response, there has been a renewed interest in 
improving opportunities and engagement with the ACP 
process in underserved communities. In 2021, Jones 
et  al. published a review of empirical studies examining 
the effect of ACP, palliative care, and end-of-life or ter-
minal care interventions implemented in underserved 
groups [27]. Of the 16 studies in the review, most were 
quasi-experimental, and only two were judged to be 
high-quality randomized controlled trials impacting 
ACP completion [27]. The first was a randomized con-
trolled trial examining the impact of two didactic, ACP 
educational sessions for adolescents with HIV [39]. The 
other trial (involving a sample of veterans in San Fran-
cisco) evaluated an online ACP decision aid that included 
an easy-to-read online AD [40]. Neither of these tri-
als used community-based interventions, and both had 
geographic shortcomings and niche populations. Several 
recent systematic reviews have concluded that, although 
a wide variety of studies have been conducted on ACP 
interventions, evidence about their efficacy is limited, 
and findings are mixed [27, 28, 41–43]. Taken together, 
these findings raise questions about how best to help 
individuals, particularly minorities, become better pre-
pared for medical decision-making around end-of-life 
issues.

What is clear, however, is that people living in under-
served communities would benefit from engaging in 
goals of care conversations, including the naming of 
surrogate decision makers [29, 44–46]. Currently estab-
lished approaches to ACP fall short because they do 
not address the two most well-documented barriers to 
engaging underserved populations: (1) general mistrust 

of the healthcare system among Black and Hispanic com-
munities [47–51] and (2) a reluctance to discuss death 
and dying [2, 47, 51–55]. Decades of medical discrimi-
nation and misconduct involving underserved popula-
tions underlie distrust of the healthcare system, which is 
often amplified by beliefs that members of these groups 
are more likely to receive poorer-quality medical care 
and less truthful information than white Americans [50]. 
Additionally, reluctance to engage in ACP is driven by a 
cultural-based discomfort in discussing death and dying 
within underserved communities [35]. Thus, to make 
progress toward improving the quality of end-of-life care 
and reducing unnecessary suffering for underserved pop-
ulations, affordable, scalable, and effective conversation-
based ACP interventions that complement—and do not 
solely depend upon—encounters with the healthcare sys-
tem, clinicians, or technology, are needed.

To address these barriers, our team has studied an inex-
pensive and innovative intervention called Hello [56–63] 
that (1) reframes ACP conversations as a serious game, 
(2) has proven efficacy to motivate ACP behaviors, and 
(3) is feasible and scalable at the population level since it 
does not rely upon one-on-one encounters with health-
care professionals. The game has been found to be effec-
tive in motivating ACP across a variety of participant 
groups, including underserved communities across the 
USA [64]. Specifically, in multiple studies evaluating the 
feasibility, acceptability, and efficacy of this game, partici-
pants consistently report that Hello’s open-ended ques-
tions prompt enjoyable and effective discussions of values 
and preferences for end-of-life care [57–63]. Moreover, 
after playing Hello, 98% of participants performed at least 
one ACP behavior (e.g., completing an AD, discussing 
end-of-life issues with loved ones) [57, 58, 60].

In a recently completed study, we partnered with the 
national education organization, Hospice Foundation of 
America (HFA), to develop an effective and innovative 
community-based delivery model. Leveraging HFA’s vast 
network, we recruited community hosts in 53 under-
served communities to arrange game events using our 
materials and protocol. There were 1122 individuals in 27 
states who participated in this non-comparative and non-
randomized trial. Research assistants traveled to 15 sites 
in African American communities to collect research 
data and also completed follow-up phone calls 3 months 
after the event. We found that that 98% of participants 
completed at least 1 ACP behavior after the event, 80% 
discussed their end-of-life wishes with loved ones, and 
41% completed a new AD post-event [64].

While the game approach clearly motivates individuals 
to engage in ACP, and preliminary data suggests that the 
individuals who do play the game take action by complet-
ing an AD, a definitive randomized controlled trial has 
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not been undertaken, nor has the game been compared 
to other conversation-based ACP interventions.

Objectives {7}
The overall goal of the cluster, randomized controlled 
trial described here is to compare the efficacy of two ACP 
interventions (the Hello game and a structured conversa-
tion workbook and workshop, The Conversation Project 
Starter Guide) for motivating ACP. The primary out-
come is completion of a visually verified advance direc-
tive (as opposed to self-reported completion) at 6 months 
post-event. Analyses compare efficacy of each interven-
tion to each other, and also to a control arm. Second-
ary outcomes include (a) other ACP behaviors and ACP 
engagement; (b) communication quality; (c) impact of 
sociocultural environment on ACP; and (d) implementa-
tion and sustainability. There are four specific objectives 
of the trial:

(1) To compare the efficacy of the Hello game with The 
Conversation Project Starter Guide and a Placebo/
Attention control group—as measured by AD com-
pletion and other ACP behaviors. We hypothesize 
that structuring ACP conversations as a game will 
motivate greater performance of ACP behaviors 
within a 6-month follow-up period compared to 
The Conversation Project Starter Guide or a Pla-
cebo/Attention control game (TableTopics).

(2) To evaluate whether conversation quality (meas-
ured using Communication Quality Analysis; CQA) 
serves as a mediator for ACP behavior comple-
tion. We hypothesize that high CQA scores will be 
related to ACP completion.

(3) To qualitatively explore how participants’ sociocul-
tural environment affects their experience discuss-
ing end-of-life issues during the ACP interventions. 
These data will be integrated with quantitative effi-
cacy data to investigate potential mechanisms of 
action for explaining the efficacy of the respective 
interventions.

(4) To explore aspects of intervention implementa-
tion by assessing a menu of domains (i.e., interven-
tion characteristics, inner setting) and constructs, 
grounded on the Consolidated Framework for 
Implementation Research (CFIR) {Damschroder, 
2009 #1958}, and key implementation outcomes 
(i.e., acceptability, sustainability).

Trial design {8}
The Project Talk Trial [65] is a 3-armed, cluster, ran-
domized controlled mixed methods, superiority trial 

delivered in 75 underserved community sites across the 
USA. The trial compares the efficacy of Hello (Arm 1) 
with a nationally promoted, structured workbook called 
The Conversation Project Starter Guide (Arm 2), and a 
Placebo/Attention control involving a non-ACP-focused 
game called TableTopics (Arm 3) for motivating various 
ACP behaviors including AD completion. The trial inves-
tigates the mechanism of action by which successful ACP 
interventions motivate underserved individuals to engage 
in ACP via the secondary outcome measures. The 75 
sites are randomized using a 2:2:1 allocation ratio to host 
events using either the Hello game, The Conversation Pro-
ject Starter Guide or TableTopics (control) game (respec-
tively) with a goal of 20 participants per site (n=1500).

Using an explanatory-sequential mixed methods design 
[66], secondary outcomes including qualitative data will 
explore potential mechanisms of action. Figure 1 illustrates 
the study design.

Methods: participants, interventions and outcomes
Study setting [67]
The study will take place in 75 underserved community 
venues across the USA (60 of which serve English-speak-
ing communities and 15 serve Spanish-speaking com-
munities). These community events occur in settings like 
community, senior, and worship centers. Underserved 
communities are defined using the NIH definition that 
includes ethnic/racial minority backgrounds, rural ZIP 
codes, or communities at or below the poverty level 
based on family size [68, 69]. For this trial, rural sites are 
defined by the “Am I Rural?” tool from the Rural Health 
Information Hub that uses zip code to indicate whether 
communities meet CMS Rural Health Clinics Program 
eligibility (being outside an urbanized area as defined by 
the US Census) [70]. A list of host organizations and ven-
ues for events can be found at the study website [65].

To recruit sites, the study utilizes a community-based 
delivery model that we have described previously for suc-
cessfully engaging underserved individuals in research [71]. 
Briefly, the model involves recruitment of experienced host 
organizations interested in facilitating community-based 
health events in partnership with the research team. The 
research team trains the hosts in using project tools and 
resources, and the host secures the venues and invites com-
munity members. At the event, community hosts intro-
duce event attendees to the research team, who then invite 
the attendees to participate in the research trial, and then 
ensure that the study protocol is followed.

Eligibility criteria {10}
Host inclusion and exclusion criterion
Potential hosts from the applicant pool are interviewed 
by the research team to explore their community 
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Fig. 1 Overview of mixed methods study design. The study design involves a three-armed, cluster randomized controlled trial of two ACP 
interventions and an attention control. Gray boxes represent mixed methods data elements. CP = Conversation Project; CQA= Communication 
Quality Analysis; ACP= advance care planning
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connections, capabilities for hosting an event, and expe-
rience working with underserved populations. At least 
two research team members conduct each host interview, 
which are then reviewed and discussed at weekly team 
meetings prior to final selection of hosts. Hosts who pro-
vide informed consent complete a post-training feedback 
questionnaire, thereby allowing information from hosts 
to be included in the research results. Consented hosts 
also participate in a post-event qualitative research inter-
view examining implementation. Inclusion criterion for 
the hosts is acceptance into the project and willingness to 
participate in the survey and phone interview. Hosts are 
excluded if they do not agree to the terms of the project. 
Hosts that are excluded from the project or cannot suc-
cessfully complete an event will be interviewed (if will-
ing) about their barriers.

Participant inclusion and exclusion criterion
Event attendees are eligible for inclusion in the research 
if they are:

(1) Adults (≥18 years old)
(2) Able to speak the language used at the event (Eng-

lish or Spanish), as determined by self-report
(3) Able to read in English or Spanish, as determined 

by self-report

Participants are not eligible if they self-report difficulty 
hearing or communicating with others or have cognitive 
impairment (determined as inability to provide informed 
consent).

Who will take informed consent? {26a}
Only research assistants (not the community event 
hosts) obtain in-person verbal informed consent, explain 
research procedures, and collect data. Event attendees 
who decline to provide informed consent are invited to 
stay and enjoy the community event, absent the research 
questionnaires and follow-up activities. Research declin-
ers are asked to complete a brief de-identified survey 
to capture their demographic characteristics and rea-
sons for declining. For the post-training host survey, 
hosts provide implied consent after reviewing a sum-
mary explanation of research and completing the survey. 
Additional verbal informed consent for host interviews 
is obtained by phone by research assistants prior to the 
qualitative host interview.

Additional consent provisions for collection and use 
of participant data and biological specimens {26b}
Participant data will not be used for ancillary study, and 
no biological specimens are being collected.

Interventions
Explanation for the choice of comparators {6b}
To test efficacy of the Hello game, we selected The Con-
versation Project Starter Guide as a comparison because 
it is one of the most widely promoted and disseminated 
ACP tools nationwide. This starter guide is available for 
free online, and, like the Hello game, it is (a) approxi-
mately 60 min in duration; (b) does not require involve-
ment of a healthcare provider or professional; and (c) 
uses open-ended prompts to promote discussing end-of-
life issues with loved ones by having participants silently 
write down thoughts and share them with a group. Hello 
is different from The Conversation Project Starter Guide 
in that it includes elements of gamification, such as chips, 
game rules, and a “winner” at the end, whereas The Con-
versation Project Starter Guide structure includes ques-
tions with Likert scale-based response options. The 
TableTopics game is similar in structure to the Hello game 
but differs in that it is not related to ACP or end-of-life 
decision-making. It was selected as an attention control 
arm because of its functional similarity to the Hello game.

For all events and arms, participants are seated at 
tables in groups of 4-5. Our pilot studies showed that 
this number permits diversity of views that facilitate rich 
discussion and sharing. Hosts are provided with similar 
scripting across all arms to introduce the event activities. 
Attendees then either play Hello (Arm 1), discuss and 
complete The Conversation Project Starter Guide (Arm 
2), or play TableTopics (Arm 3) for up to 60 min. Hosts 
and research assistants circulate to assist participants as 
needed.

Events in Hispanic communities will be facilitated in 
Spanish. All other community events will be facilitated in 
English. Regardless of the preferred or primary language 
spoken at the events, both English and Spanish materials 
are available at all events.

Intervention description {11a}
Arm 1: The Hello Game
Commercially available, Hello [56] is a serious game that 
consists of 32 questions prompting players to share their 
values, goals, and beliefs about end-of-life issues. The 
creators developed the questions following interviews 
with palliative care clinicians, hospice nurses, and funeral 
directors, and then revised them through a series of focus 
groups with >100 patients/caregivers from diverse back-
grounds. With permission, our team developed a rat-
ing scale and selected the most highly rated questions 
for use in our research. We then ordered the questions 
with attention to their emotional depth (to ensure vari-
ation in “heavy” and “light” questions) and breadth of 
content. The question order has been published to pro-
mote reproducibility [61, 62], and we use our modified 
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question set for all research. At the event, players are pro-
vided the Hello question booklet and game chips. Hosts 
outline the rules: a player reads aloud the first question; 
players individually write down their answers; and then 
players take turns sharing their answers with the group 
(or opt to pass). Players’ answers typically prompt others 
to respond or ask questions, so what began as “reading 
an answer” evolves into a free-flowing conversation. An 
example question is “In order to provide you with the best 
care possible, what 3 non-medical facts should your doc-
tor know about you?” Players control how long they share, 
what they share, and when they are ready to proceed to 
the next question. During the conversation, players may 
choose to acknowledge others who shared a particularly 
thoughtful, poignant, or even funny comment by giving 
them a chip. In accordance with game design theory [72] 
and also to promote lighthearted competition, a “win-
ner” is named at the end of the game. A pre-game coin 
flip determines whether the player with the most chips 
“wins” the game (“heads”), or the player with the fewest 
chips “wins” the game (“tails”). However, to add intrigue 
to the game experience, the outcome of the coin flip is 
not revealed until the game ends.

Arm 2: The Conversation Project Starter Guide
The Conversation Project is a widely utilized public 
engagement initiative launched in 2010 and in collabo-
ration with the Institute for Health Improvement and a 
panel of expert advisors and ACP advocates. The goal 
of The Conversation Project is to help individuals talk 
about their end-of-life wishes to increase the likelihood 
that these wishes are followed at end-of-life [73]. For 
the trial, we will use the Conversation Project’s 11-page 
workbook, which has open-ended prompts to consider 
one’s values and preferences for end-of-life care, whom 
to talk with about one’s wishes, and suggestions on how 
to do so. It also prompts participants to rank priorities 
on a 5-point scale (e.g., What are your concerns about 
treatment? 1= I’m worried I won’t get enough care, 5= 
I’m worried I’ll get overly aggressive care). The Conver-
sation Project website provides resources for running a 
community event using The Conversation Project Starter 
Kit, a 23-page manual (“Coaching the Conversation – A 
Guide to Facilitating Conversation Groups”) that includes 
details on hosting a community-based program.

Arm 3: Placebo/Attention Control (TableTopics)
For use as an attention control, participants play a popu-
lar, commercially available game (TableTopics) [74] that 
consists of question cards to prompt conversations (e.g., 
“What do you love about your hometown?”). Participants 
have identical game instructions and procedures to Hello 
(i.e., using chips, writing down answers, taking turns/

sharing). Questions that could possibly result in players 
discussing end-of-life issues are removed from the stand-
ard TableTopics deck to avoid contamination (e.g., “If you 
only had five more years to live would you change any-
thing about your life?”). Like the interventional groups, at 
the end of the event, participants receive standard ACP 
materials. Community sites randomized to this group are 
approached after completion of the trial and are offered 
the opportunity to host an ACP community event using 
(per their choice) either Hello or The Conversation Pro-
ject Starter Guide.

All arms: resource distribution and closing remarks
All participants in all groups receive standard, written 
ACP materials that include a paper AD and access to a 
paper ACP decision aid [75, 76]. Additionally, the Start 
Simple with MyPlate Today brochure (created by the US 
Department of Agriculture and US Department of Health 
and Human Services covering nutrition and healthy eat-
ing topics) is provided to participants in all arms. Hosts 
follow a script encouraging participants to review the 
nutrition and ACP materials, discuss their wishes with 
loved ones or clinicians, and complete ADs.

The trial team has no financial interest in any of the 
tools tested in the trial. All three companies/organiza-
tions provided permission to use their tool and had input 
into how the tool should be used in the trial to maintain 
fidelity to the product to the extent possible. The organi-
zations also provided video and written materials for the 
project team to use during training of hosts and research 
assistants.

Criteria for discontinuing or modifying allocated 
interventions {11b}
All hosts, research assistants, and other individuals 
assisting at the event are required to participate in a 
training webinar. This webinar explains the study proto-
col and the caveat that any participant may cease to par-
ticipate upon request for any reason. An expert in grief 
counseling prepares research assistants to observe sig-
nificant psychological distress due to the topic, and par-
ticipants are offered the opportunity to pause or cease 
their participation in the intervention. The host train-
ing includes how to recognize the signs of psychological 
distress, including red flags, such as sudden and lasting 
changes in demeanor, crying that is interfering with com-
munication, or leaving the room. A grief expert is avail-
able to assist hosts by phone as needed should an adverse 
event occur.

Strategies to improve adherence to interventions {11c}
All hosts receive 4 h of standardized trainings plus one-
on-one meetings with research assistants as they prepare 
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their events. These trainings outline host responsibilities, 
which include facilitating the event, framing the topic, 
and introducing the research team to their communi-
ties during their event. The trainings cover how to carry 
out these responsibilities in a manner consistent with 
research standards. Although hosts will not conduct 
any research procedures, they still receive training on 
research ethics, privacy, confidentiality, and cultural sen-
sitivity to ensure no breaches in research ethics occur. 
Host training topics include study overview and research 
ethics; hosting the event; arranging/marketing the event; 
and recognizing/responding to psychological distress.

To maintain the highest standards of fidelity and pro-
cedural rigor, a research assistant works one-on-one 
with hosts prior to the event to facilitate logistics and 
then travels to the site to oversee the event. The research 
assistants follow detailed procedure manuals developed 
from pilot work. Research assistants maintain detailed 
documentation regarding event circumstances, including 
when any participants leave an event early, complete sur-
veys out of order, or other protocol deviations.

Relevant concomitant care permitted or prohibited 
during the trial {11d}
To avoid contamination, hosts are instructed not to 
hold additional ACP events in their community in the 
3 months preceding, and 6 months following the game 
event.

Provisions for post‑trial care {30}
Although in pilot studies there were no adverse events, in 
the event that a participant exhibits psychological distress 
during the event, a grief expert will be available to help con-
nect them with community-based resources or a national 
grief resource if needed. After completing the study, sites 
randomized to the control arm are offered the opportunity 
to host an ACP community event using (per their choice) 
either Hello or The Conversation Project Starter Guide and 
made aware of whether one intervention was found to be 
more effective than the other.

Outcomes {12}
Main outcome measures are discussed in detail below and 
are grouped according to the measured constructs: ACP, 
communication quality, impact of sociocultural environ-
ment on ACP, implementation and acceptability, and other 
(e.g., contamination, confounders). The full list of study 
measures and timelines are reported in Table 1.

Outcome measures related to advance care planning

Primary outcome (AD completion) The primary out-
come for the trial is completion of a visually verified 

advance directive within 6 months post-event. We will 
visually verify ADs to reduce the likelihood of report-
ing bias inherent in self-report. To visually verify 
ADs, participants may choose one of the following 
strategies to securely share their signature page with 
the research assistant: mail return of a tear-out page 
from the AD via pre-paid envelope; contact the pro-
ject notary who will notarize the AD and inform the 
project team; utilize simple “one click” encrypted texts 
or email links using REDCap for uploading images of 
AD signature pages; utilize host resources (i.e., scan-
ners, fax machines); or show the completed document 
to the event host or research assistant using HIPAA-
compliant video conferencing (Zoom). Project nota-
ries will be available free of charge to participants who 
will confirm with the project team if they wish to nota-
rize a form.

Secondary outcomes (Other ACP Behaviors and ACP 
Engagement) During the 6-month follow-up, phone 
call participants are asked if they had engaged in addi-
tional ACP behaviors as measured by a questionnaire 
developed during our pilot studies [64]. Behaviors 
assessed include completing, updating/changing, re-
reading/reviewing, storing, sharing, or notarizing AD 
documents; having conversations about end-of-life 
wishes or medical decision-making with loved ones, 
friends, family, and/or healthcare providers; research-
ing information about nursing homes or long-term 
care, insurance, hospice or palliative care, or funeral 
planning; and document notarization. To measure 
readiness, as conceptualized by the trans-theoretical 
model and social cognitive theory, we are using the 
4-item validated ACP Engagement Survey [78].

Secondary outcome measures related to communication

Communication Quality Analysis During the two 
ACP interventions, two tables per event are selected 
by lottery for audio recordings of the intervention 
conversations. Participants preferring not to be audio-
recorded are permitted to move tables. Audio record-
ings are transcribed verbatim for Communication 
Quality Analysis (CQA). CQA is a rigorous coding 
method for assessing clinical communication quality 
and is grounded in the Multiple Goals Theory of Com-
munication [81–85]. Briefly, Multiple Goals Theory 
is a framework that defines high-quality communica-
tion as the extent to which three broad communication 
goals are achieved: (1) task goals (completing a task), 
(2) relational goals (maintaining healthy relation-
ships with others), and (3) identity goals (managing 
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self-presentation) [83]. When all three goals are 
attended to simultaneously, high-quality communica-
tion is said to have occurred. When any of the goals 
is ignored, lower-quality communication results [86]. 
CQA uniquely accounts for how and for what pur-
pose something is said [82, 86, 87], whereas most of 
the commonly used measures of conversation quality 
base their ratings on whether something is said, using 
frequency counts of communication tasks or behav-
iors as a marker of high-quality communication [82, 
86]. In contrast, CQA assesses the quality of conver-
sation based on contextual elements (unaccounted for 
by other assessments) rather than the mere presence/
absence of specific communication behaviors. Advan-
tages of CQA over traditional methods include its 
ability to (1) measure quality using multiple conversa-
tional goals rather than mere frequency of behaviors; 
(2) account for the competing priorities that arise dur-
ing real conversation; and (3) acknowledge contextual 
factors impact communication quality [86].

The CQA method involves coders reviewing audio 
recordings while following verbatim transcripts. For 
every 5-min interval, each coder assigns scores for 
each of 6 communication quality domains using pro-
cedures described below. Investigators trained in CQA 
train coders using published procedures [82] and sev-
eral training modules. Coders (3 per conversation) 
then independently code several conversations and 
subsequently engage in group discussion until accept-
able interrater reliability is achieved for all domains 
(intraclass r coefficient > 0.65) [88]. To ensure con-
sistency between coders and to prevent coder drift, 

frequent reliability checks are performed. The 25-page 
CQA manual includes all coding rules, procedures, 
definitions, and examples of coding.

For each of the three goals (task, identity, and rela-
tional), coders provide scores for 2 domains per goal 
(Table 2). For each of the 6 domains, a score is assigned 
after every 5 min of conversation. Each domain is 
scored on a 7-point Likert scale, where 1 = lowest qual-
ity and 7=highest quality. As such, 6 scores are assigned 
every 5 min. If a participant is silent or has negligible 
contribution, a non-contributory code is assigned for 
that time segment.

Figure  2 demonstrates how coders translate the code-
book into the numeric scores. To aid in calibration, cod-
ers begin at the neutral score for each domain and scores 
are increased (or decreased) as interactants engage in 
high- or low-quality conversation (as defined by crite-
ria laid out in the codebook). As conversation ebbs and 
flows, coders increase or decrease scores so that at the 
end of each 5-min segment, the score represents the 
overall quality of the full 5-min increment. The neutral 
starting point varies based on domain (“1” for emotion, 
content, “4” for engagement, relationship, and face, and 
“7” for accommodation) for conceptual reasons—it is 
most sensible for coders to begin at a neutral midpoint 
for the engagement, relationship, and face domains 
and move up or down, given that the features of these 
domains can be present or absent. For other domains, 
such as “emotion” or “content,” it is more sensible for 
coders to move in a single direction as features of that 
domain are expressed. During measure development, 

Table 2 Conversation Quality Analysis Codebook: abbreviated definitions of domains

Goal Domain Brief definition of domains (full definitions below)

Task Content Discussing clinically relevant topics (e.g., attending to the clinical task); explaining medical options, testing, or treatments; 
exploring values/beliefs relevant to medical options; providing discrete directions for care; elaborating on reasons for 
recommendations

Engagement Paying attention, tracking with the conversation, asking others to elaborate on answers, exploring others’ points of view, 
trying to figure out what something means; elaborating on viewpoints; being direct and confident in discussing issues 
(not avoiding)

Relational Emotion Expressing vulnerability or intense emotions, providing emotional support, offering compassion and sensitivity when 
disclosing bad news, expressing empathy, disclosing personal experiences and thoughts, discussing hardships

Relationships Working hard to establish rapport, affirming the value of relationships, showing concern for others, expressing compas-
sion or empathy, affirming value of involving family/friends in tough decisions

Identity Face Affirming others’ values or beliefs, listening with intent to understand, expressing a wish to honor others’ wishes, acknowl-
edging others’ personalities in an affirming way, considering impact of decisions on others

Accommodation Tailoring to the other person’s communication needs or style; avoiding use of oversimplified speech patterns (like talking 
slowly, using simple words and grammar, using careful articulation); exaggerating intonation (like using a higher pitch 
or an overly familiar tone); showing appropriate sensitivity to the other person’s needs or questions; considering what 
the other person says; responding appropriately to the other person’s concerns; not interrupting; listening well; avoiding 
being scripted or robotic
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these variations in starting (neutral) points maximized 
interrater reliability.

CQA empowers coders to serve as cultural informants 
rather than simply “detectors” of communication. This is 
done by allowing coders to increase or decrease scores 
following their instincts and drawing upon in  situ cul-
tural knowledge to integrate the affective intensity and 
frequency of behavior during communication. This means 
that the coders account for the “way” in which some-
thing is said, and adjust scores based on how the com-
munication comes across (i.e., was received/interpreted) 
as opposed to sticking only to the verbatim discourse 
(i.e., whether something was said or not). This methodol-
ogy provides an analysis that includes greater naturalistic 
accuracy than is afforded by coding systems that separate 
the frequency and intensity of discursive features [89].

Coders assign a score for each domain for each of the 
Hello questions, or every 5 min for The Conversation 
Project Starter Guide conversations. Domain scores 
are then used to calculate a single score, the Multiple 
Goals Score (Fig. 3), which incorporates all individual 
domain scores into a single ordinal score (0–3) that is 
then averaged across each time interval to reflect over-
all conversation quality.

Secondary outcomes related to the impact of sociocultural 
environment on ACP

Two to four weeks post-intervention semi-structured quali-
tative interview Participants from interventional arms 
are purposively sampled (n=100 per arm; total n=200) 
based on interventional arm, race/ethnicity, gender, edu-
cation, and whether they have a pre-event AD. Interviews 
explore sociocultural influences as they relate to the ACP 
experience during the event, potential adverse events from 
ACP, and perceptions about the host organization.

Six months post-intervention semi-structured qualita-
tive interview While all participants are contacted to 
complete the 6-month quantitative questionnaires, 200 
participants are purposively sampled based on inter-
ventional arm, race/ethnicity, and gender for partici-
pation in a qualitative semi-structured interview (100 
from each interventional group). Qualitative data are 
collected after quantitative data collection is complete. 
The interview explores the impact of the sociocultural 
environment on ACP behaviors or medical decision-
making, motivations for participants to complete ACP 
(or barriers to doing so), and whether the sociocultural 
environment (i.e., race/ethnicity, community norms, 
social networks) played a role in behavior. Participants 

Fig. 2 Overview of the Communication Quality Analysis coding procedures. A domain score is calculated for each of the six communication quality 
domains. As participants meet the definitions of each domain, the scores are increased. A domain score is assigned every 5 min for each of the six 
domains. All domains are scored 1–7 with “7” being the highest-quality score
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are asked whether any health situation involving medi-
cal decision-making occurred, and if so, how the event 
may have affected that experience.

Secondary outcome measures related to intervention 
implementation

Participant acceptability data Intervention acceptability

This 3-item questionnaire assesses (immediately post-
intervention) participants’ impressions about the inter-
vention (including burden).

Conversation satisfaction

The communication satisfaction questionnaire is a vali-
dated, 8-item questionnaire that is correlated with like-
lihood that conversational goals are met [79]. It will be 
administered immediately post-intervention.

Host implementation data Post-webinar training host 
questionnaire

This 12-item mixed-method questionnaire was created 
for the project to assess host perceptions about how well 
the training sessions and materials prepared hosts for 
running an event.

Host semi-structured interviews on implementation and 
sustainability

Hosts from both interventional groups (n=60) are inter-
viewed to explore aspects of the intervention characteris-
tics and inner setting; 2 domains from the Consolidated 
Framework for Implementation Research (CFIR) that are 
relevant to the project [90]. Intervention characteristics 
that are explored include complexity, adaptability, rela-
tive advantage, and costs. For the inner setting domain, 
interviews focus on compatibility as well as networks and 
communications. This guide will be built using the CFIR 
Interview Guide Tool, an online tool maintained by the 
developers of the CFIR that offers researchers a menu of 
customizable semi-structured questions for each CFIR 
domain and construct.

Measures to assess contamination and other potential 
confounders
A 6-item questionnaire will be administered at the 
6-month follow-up phone call to assess for potential 
exposures or confounders to other ACP interventions 
or to identify potential intervening events that could 
impact ACP behavioral outcomes (e.g., unintended ACP 
intervention or other conversation activity exposures, 
hospitalizations, changes in personal health status, expe-
rienced births/deaths). These variables are accounted for 
during analyses.

Fig. 3 Calculation of the multiple goals score. The multiple goals score is a summative measure of all 6 quality domains that is reported in a single 
“breadth” score. To calculate the multiple goals score, each of the six domain scores are combined into three goals scores (task, relational, and 
identity goals). For each of these three goals, a normative score of “0” or “1” is assigned based on whether the score is above or below the sample 
mean. The MGS score is calculated for each time segment by taking the sum of each of the three normative goals scores (resulting a range from 0 to 
3). Once the MGS score is calculated for each 5-min time interval, scores are then averaged across time intervals
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Participant timeline {13}
The study timeline and measures are shown in Table 1.

Sample size {14}
Sample size calculation involved a computer simulation 
study (SAS PROC Power) with a nonlinear mixed-effects 
model to determine the required number of recruit-
ment sites and participants per site for detecting a differ-
ence between 50% AD completion rate for those in the 
Hello group and 35% AD completion rate for those in 
The Conversation Project Starter Guide group, with 80% 
power using a two-sided, 0.05 significance level test. In 
our pilot work, we observed a 43% AD completion rate 
and anticipate higher rates in this study due to additional 
steps taken to reduce attrition [64]. Under these design 
assumptions, the study has 99% statistical power to com-
pare the “Hello” to the Placebo/Attention Control group, 
where we expect AD completion rates of 50 and 25%, 
respectively. There is 82% statistical power to compare 
The Conversation Project Starter Guide arm to the Pla-
cebo/Attention Control arm, where we expect AD com-
pletion rates of 35 and 25%, respectively. These analyses 
account for a conservative intra-cluster correlation coef-
ficient of 0.20 and a conservative 30% attrition within 
each of the 75 sites based on pilot data from a similar 
population {Hayes, 2009 #1259}. Should a site drop out 
(<10% in the pilot) [64], a new site will be recruited with 
similar characteristics.

Recruitment {15}
Our approach for engaging underserved populations 
in ACP uses a community-based delivery model that 
leverages existing sociocultural networks within Black 
and Hispanic communities to partner with existing and 
deeply respected social institutions (e.g., places of wor-
ship, community centers) [64, 71]. Host organizations 
are recruited in partnership with the Hospice Founda-
tion of America (HFA) using strategies that utilize their 
list-servs, networks, informational webinars, social 
media, and press releases announcing the opportunity 
for community organization participation in the trial. 
HFA’s vast network includes a wide range of commu-
nity-based organizations: end-of-life care coalitions, 
colleges and universities, hospitals, hospices, libraries, 
funeral homes, and places of worship. Interested hosts 
are directed to the project website [65] to complete an 
application that describes the characteristics of their 
underserved communities, their plans for venue book-
ings and marketing, details of their community con-
nections, and previous experiences with planning and 
hosting community events in underserved communi-
ties. Hosts secure their event venues (including a signed 

venue letter of support), promote events through social 
networks, and invite potential participants to attend 
(using IRB-approved materials—flyers, newsletters, 
radio ads, emails, social media postings, and announce-
ments). Hosts are permitted to personalize some 
aspects of the materials by including their organization 
information and logos. Since communities under study 
vary significantly regarding population, demographics, 
culture, etc., we work with individual sites to adapt the 
materials as needed (with IRB approval).

Hosts are required to collect RSVP information 
to include the number of attendees within 48 h of 
the event to help ensure that turnout will be strong 
enough to warrant the research team travel to the site. 
Research assistants travel to each host site and facili-
tate attendees’ participation in the research aspects on 
the day of the event. Attendees are eligible if they par-
ticipate in the community event and meet additional 
criteria via using self-report. After welcoming attend-
ees to the event, the research assistant describes the 
research, inclusion and exclusion criteria to potential 
participants. Participants complete a simple form con-
firming that they meet eligibility criterion. Then the 
research assistants review a Summary Explanation of 
Research with the group. Time is allotted for questions, 
and attendees provide verbal informed consent before 
participating.

Assignment of interventions: allocation
Sequence generation {16a}
Randomization strata considered combinations of geo-
graphical rurality, Spanish or English language spoken, 
and race (Table  3). These strata were selected because 
race/ethnicity is known to affect engagement in ACP, 
and rural status is known to limit access to healthcare 
resources, reducing the likelihood that ACP occurs.

The randomization sequence was created using a 
randomization with permuted blocks of fixed size to 
accommodate a 2:2:1 allocation ratio via SAS software 
Version 9.4 PROC PLAN. The randomization sequence 
was generated to accommodate the randomization of 
75 sites with 5 strata, with 15 sites per strata.

Concealment mechanism {16b}
The primary concealment mechanism utilized for this 
trial relies predominantly on the randomization module 
(application) of the REDCap database system (HIPAA-
compliant database platform) which allows maintenance 
and control over user rights and role access to the trial 
database [91]. Only the statisticians and data manager 
have access to the complete sequence list that REDCap 
uses to complete the host randomizations. Once a host is 
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eligible to be randomized and the randomization button 
is selected, an unblinded researcher (lead Project Man-
ager or member of the coordinating team) is informed 
of arm assignment. The team then coordinates the host’s 
remaining arm-specific training and is responsible for 
packing and transporting all arm-specific materials to the 
event site. Additional masking is achieved using a rand-
omized letters (A, B, or C) to mask intervention assign-
ment. Only the lead Project Manager has access to the 
linkage.

Implementation {16c}
The lead Project Manager randomizes the host using the 
REDCap database and communicates the arm assign-
ment to the research assistants involved in implement-
ing and carrying out the events. All other study team 
members not involved in event facilitation tasks related 
to the host’s assigned allocation (including the PI, co-
investigators, and statisticians) remain blinded to the 
greatest extent allowable. In the unforeseen circumstance 
that a randomized host is ultimately unable to fulfil their 
commitment to the project in hosting an event for their 
strata, the host record is deleted from the database to 
eliminate their previously filled allocation slot within the 
randomization sequence. This allows an alternate host of 
similar strata to eventually “replace” the allocation previ-
ously assigned to the dropout host. If needed, a host can 
be removed and re-randomized if they are agreeable to 
switching strata and receiving a new randomized assign-
ment (see “Discussion”).

Assignment of interventions: blinding
Who will be blinded {17a}
After arm allocations are assigned and disclosed through 
REDCap, the coordinating team, event hosts, and study 
participants/event attendees all eventually become aware 
of the host/event allocation assignment. The PI, co-inves-
tigators, and statisticians remain blinded throughout the 
trial to the extent possible. Thus, only the research assis-
tants (coordinating team) work with hosts during event 
planning. Questions and issues are brought to the PI and 
remainder of the research team at weekly team meetings 
in ways that maintain blinding. Hosts are made aware of 
their arm assignment so they can advertise, market, and 
invite participants appropriately.

Due to the study design and behavioral intervention, 
a single-blind is not always possible. The trial employs 
a 2:2:1 allocation ratio and facilitates certain study pro-
cedures that are only applicable to the two intervention 
arms (inapplicable to the attention control). Because 
of the nature of this study, it is possible for unblind-
ing instances to occur for the control arm; however, the 
aforementioned procedures are in place to prevent this 
from occurring

. Additionally, communication with hosts or media 
coverage of community events may inadvertently unblind 
team members. Research assistants screen materials and 
emails to the extent possible to avoid these occurrences.

For additional rigor and best practice, research team 
members who collect or analyze outcome data at the 
6-month follow-up time point are blinded wherever 
practical. Although it is possible that the participants 
may unintentionally unblind the interviewer during the 
qualitative portion of the interview, quantitative data 
(including the primary outcome) are collected first to 
prevent potential bias in quantitative data collection.

Procedure for unblinding if needed {17b}
If unblinding becomes necessary due to logistical issues 
related to travel, event preparations, or data collection 
procedures, the PI will delegate an appropriate team 
member to become unblinded as necessary to assist the 
research staff. Standard decision-making and problem-
solving over the course of the trial is unlikely to require 
unblinding unless absolutely necessary for resolution.

Data collection and management
Plans for assessment and collection of outcomes {18a}
All data are collected during events using paper forms 
(or audio recordings of ACP conversations in the two 
interventional arms), and participants have their choice 
of completing forms in English or Spanish. Reading assis-
tants circulate to assist participants if necessary and mon-
itor form completion to minimize unintentional missing 

Table 3 Targeted recruitment × randomization strata for n=75 
sites

Strata Intervention 
Hello

Intervention 
CP

Control 
TableTopics

Total

Urban Non-Hispanic 
Black

6 6 3 15

Urban Non-Hispanic 
White

6 6 3 15

Hispanic (Spanish-
speaking)

6 6 3 15

Rural Non-Hispanic 
Black/African Ameri-
can

6 6 3 15

Rural Non-Hispanic 
White

6 6 3 15

Total 30 30 15 75
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data or skipped items/pages. Reliability and validity data 
for study instruments are provided in Table 1. Data col-
lection forms can be requested from the correspond-
ing author. Research assistants collect data by phone or 
video conference based on participant preferences and 
audio-recorded to allow quality checks and transcrip-
tion of qualitative interviews. Data collected via phone 
or video conference at the 6-month follow-up time point 
are entered directly into REDCap during the interview to 
ensure the interviewers have access to real-time database 
triggers, data quality checks, branching logic, reminders, 
etc. Visual verification of advance directives is achieved 
using one of the following strategies described above (see 
“Outcomes {12}”).

Plans to promote participant retention and complete 
follow‑up {18b}
Several strategies are used to maximize participant reten-
tion during the follow-up period, including collecting 
detailed contact preferences, sending reminder postcards 
and text messages in advance of the follow-up calls, dis-
tributing refrigerator magnets with the project contact 
information, and use of a recognizable project phone 
number for caller ID. Participant stipends are provided 
after completion of follow-up interviews. Up to five 
attempts at contact are made prior to participants being 
considered lost to follow-up.

Data management [67]
The Penn State Public Health Sciences Data Manage-
ment Unit monitors the data. Research assistants review 
instruments in real time to the extent possible to iden-
tify missed items that then will be pursued to render the 
resultant database as complete as possible. Branching 
logic, range checks, and quality rules are programmed to 
minimize potential errors in data entry. During follow-
up interviews, assistants enter the data directly into the 
REDCap database and interviews are recorded for peri-
odic, random data checks by the project manager.

Confidentiality {27}
Confidentiality of written data is maintained by de-iden-
tified participant code numbers. Only the unblinded 
research assistants have access to these linkage codes. 
Trained research assistants maintain and secure all data 
during travel. Participants are reminded that verbally 
shared information at the event are to remain confiden-
tial, and to use their study numbers when identifying 
themselves during the recordings to the extent possible. 
Recordings are uploaded immediately from audio record-
ers to a secure, encrypted network, and devices are wiped 

of all audio data and all transcripts are de-identified. 
Secure file transfer systems and REDCap databases are 
used to minimize the risk of confidential or private data 
being obtained by non-study investigators. Paper data are 
maintained in locked offices and mailed data is marked as 
confidential and sent securely.

Plans for collection, laboratory evaluation, and storage 
of biological specimens for genetic or molecular analysis 
in this trial/future use {33}
No biological specimens are being collected for this trial.

Statistical methods
Statistical methods for primary and secondary outcomes 
{20a}
Quantitative analyses
The primary outcome of AD completion, as measured 
within the 6 months after the trial event, will be ana-
lyzed as a binary response. This primary outcome is 
determined by visual verification and is defined by 
dated signatures post-event (be it completion of a new 
written AD, or the official updating or changing of an 
existing AD). We will invoke a nonlinear mixed-effects 
model with a logit link function [92]. The model will 
consider (1) fixed effects for the randomized group, 
participant race, ethnicity, gender, religiosity, health 
status, decision-making experience, healthcare dis-
trust, game playing experience, and previous exposure 
to ACP interventions, and (2) random effects for event 
site and presence of social support at the event (specifi-
cally, attending the event with their medical decision 
maker). Based on the analytical results, we will con-
struct odds ratios, along with corresponding 95% con-
fidence intervals, comparing the interventions to each 
other, and each of them to the control.

Other ACP behaviors and the change in readiness 
(ACP Engagement Survey scores) will be analyzed as sec-
ondary outcomes similarly using the nonlinear mixed-
effects model described above, but with an ordinal logit 
link function. Secondary analyses will allow for the 
completion of other ACP behaviors to be “counted” and 
defined more broadly via self-report (without visual veri-
fication for actions or behaviors). We will also calculate 
proportions of those who submitted AD documentation 
(visual verification) out of all those who self-reported 
completion of “any” ACP behavior, as well as the confi-
dence intervals for that proportion. To explore whether 
mediating variables (e.g., other potential motivators since 
the event, such as recent deaths, changes in health status, 
other ACP exposures; Table 1) affect completion of ACP 
behaviors, we will conduct a mediation analysis using a 
four-way decomposition that determines the controlled 
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direct effects of the randomized arm, the reference arm 
× mediator interactions, the mediated interactions, and 
the pure indirect effects of the mediators [93].

We also plan to investigate the effect of the conver-
sation structure (i.e., group) on the CQA variables via 
nonlinear mixed-effects models with ordinal logit link 
functions in similar fashion as described for the second-
ary analyses in Aim 1. We will apply mediation analyses 
described above [93] to investigate whether the CQA var-
iables affect the outcomes of AD completion, other ACP 
Behaviors and change in score on the ACP Engagement 
Survey. SAS Version 9.4 (PROC NLMIXED and PROC 
CAUSALMED) will be used for analyses.

Qualitative analysis and mixed methods integration
The goal of the qualitative analysis is to learn whether 
and how the sociocultural environment contributes to 
participant perceptions and experiences during the inter-
ventions. These qualitative data will be transformed into 
categorical data for statistical comparisons across race/
ethnicities and arms (a process called data transforma-
tion, see below) [66]. To ensure adequate power for 
these statistical comparisons, we will purposively sam-
ple and analyze 200 participants (100 per interventional 
arm). Collecting many similar cases increases rigor and 
bolsters trustworthiness of qualitative data [94]. To the 
extent possible, we will also sample based on partici-
pants’ gender, age, and scores on both the attitudes and 
the healthcare system distrust questionnaires in order to 
obtain diverse representation of the full study population 
so as to draw the most generalizable conclusions possi-
ble. Analysts will be blind to the sampling characteristics 
during coding.

To perform the qualitative analysis, we plan to use an 
empirical, phenomenological approach [95], which is 
useful when trying to understand individuals’ common, 
lived experiences regarding a phenomenon (i.e., ACP 
experiences since the event) [95]. Empirical phenomenol-
ogy focuses on participants’ description of the experience 
[95]. Analysts will use standard qualitative procedures to 
analyze the data (i.e., bracketing, horizontalization, and 
textural description) [66, 96]. The result will be a robust 
description of the essence of participants’ lived experi-
ence performing ACP since the event. Qualitative soft-
ware (MAXQDA) will be used to organize and code the 
data. Published criteria for methodological rigor of quali-
tative research will be used to attend to the truth value, 
applicability, consistency, and neutrality of our findings 
[97]. To evaluate the credibility (i.e., truth value) of the 
findings, a sub-set of participants from each group will 
be asked to review a summary of data to ensure accu-
racy (member checking) [66]. To bolster applicability of 
the findings to other contexts, rich/thick descriptions 

from the interviews will be obtained so that readers 
undergoing a similar experience may assess and com-
pare experiences [98]. Consistency and dependability of 
data will be maintained by frequent interrater reliability 
analyses using intraclass correlation coefficients [94, 99]. 
Researchers will bracket biases and create an audit trail of 
coding decisions to maximize data neutrality [98].

For the 2–4-week host and participant interviews, we 
will use directed content analysis [95, 100]. Categories 
and codes will be assembled into a codebook and con-
stant comparison method used [101]. Inter-coder reliabil-
ity will be defined by an intraclass correlation coefficient 
of >0.7; discrepancies will be managed by discussion [99]. 
Final codes will be examined for themes.

Interim analyses {21b}
No interim analyses are planned during the trial.

Methods for additional analyses (e.g., subgroup analyses) 
{20b}
We will explore subgroup analyses via the nonlinear 
mixed-effects models described above for each of the 
five randomization strata. These subgroups will also be 
explored qualitatively. Depending upon the distribution 
of participants who attend an event (1) without any prior 
written AD, (2) with a written AD completed within 5 
years of the event, or (3) with a written AD completed 
more than 5 years prior to the event, either subgroup or 
adjusted analyses could be explored. Adjusted analyses 
would allow for prior written AD status to be controlled 
for in primary and secondary analyses, and potentially 
for the assessment of a prior written AD status effect 
on the outcomes. Subgroup analyses would allow for an 
evaluation of the randomized arm effect in subsets of 
participants with varying levels of experiences with writ-
ten ADs. Those who enroll in the trial with prior written 
ADs could potentially update or change their existing 
documents, while those without prior written ADs would 
be assessed for completion of a new written AD.

Themes derived from qualitative analyses will be used 
to contextualize trial results by data transformation, 
which involves coding emerging themes into discrete cat-
egories (quantitative variables) [66, 102–104]. By nature 
of the study design, these categories will be created based 
on findings from the qualitative analysis. An example 
might include a binary indicator of whether participants 
described negative experiences with the healthcare sys-
tem as a barrier to completing an AD. In this example, 
we would use binary and ordinal logistic regression to 
determine whether participants who completed an AD 
were more or less likely to have a negative experience 
with the healthcare system. Statistical comparisons of 
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transformed themes will be conducted based on race/
ethnicity (Table 4) and arm (Table 5).

Methods in analysis to handle protocol non‑adherence 
and any statistical methods to handle missing data {20c}
All statistical methods and approaches will follow 
intention-to-treat (ITT) principles, in that participants 
will be analyzed “as-randomized,” and all participants 
who attended event day activities (unless they for-
mally dropped out or withdrew from the study) will be 
included in analyses. Contamination (reported additional 
ACP exposures, prior experience with activities in other 
arms, attending multiple events, etc.) will be captured 
and assessed to the greatest extent possible, and con-
trolled for in analyses as necessary.

Further, missing data for the AD completion and ACP 
behavior outcomes at the primary endpoint will be han-
dled using a conservative sensitivity analysis approach, 
which will assume that missing outcome data represents 
non-completed ADs or non-completed ACP behaviors, 
where applicable. Similarly for the change in readiness 
outcome, missing scores on the ACP Engagement Sur-
vey at the primary endpoint will be analyzed under the 
assumption that the participant did not experience any 
change in readiness from their assessment at baseline on 
the event day. For analyses that consider many covariates, 
patterns of completeness and the amount of missing data 
for each of those covariates will be evaluated to deter-
mine the most appropriate approach for handling miss-
ing data, such as multiple imputation.

Plans to give access to the full protocol, participant‑level 
data, and statistical code {31c}
De-identified data, protocol access, and statistical code 
are available upon reasonable request to the PI.

Oversight and monitoring
Composition of the coordinating center and trial steering 
committee {5d}
The trial project team, led by the principal investiga-
tor, consists of an interdisciplinary team of experts in 
advance care planning, end-of-life care, critical care, eth-
ics, medical humanities, community engagement, health 
economics, statistics, hospice, implementation science, 
and public health. This full interdisciplinary trial team 
is supported by a team of two project managers, several 
research assistants, graduate students, and a market-
ing specialist. The project is also supported by a national 
grief expert.

Composition of the data monitoring committee, its role 
and reporting structure {21a}
This minimal risk trial is overseen by a Safety Monitor-
ing Committee (SMC) that includes a research ethicist 
and biostatistician with expertise in multi-center clinical 
research. A grief counselor also provides consultation to 
the SMC. The SMC convenes at least annually to provide 
a full review of recruitment data, data collection, and 
adverse events. The SMC works with the project team to 
review monitoring and regulatory reports annually. The 
PI is responsible for reporting all adverse events to the 
SMC, sponsor, and other necessary parties as described 
in the Data Safety Monitoring Plan (available upon 
request from the lead author). The SMC is independent 
from the sponsor and competing interests.

Adverse event reporting and harms {22}
For this minimal risk trial, the most likely adverse event is 
psychological distress of participants, though we defined 
an adverse event as any untoward medical occurrence 
in a subject causally associated with participation in the 
clinical study. Any harms reported in association with 
participation in this trial will not be classified according 
to standardized criteria, as we anticipate adverse events 

Table 4 Race/ethnicity analysis: planned purposive sampling and hypothetical joint display reporting mixed methods integration

ACP behavior Race Hypothetical common themes Hypothetical arm‑specific themes Hypothetical conclusions from 
integration

Yes Black (n=40) • Values ACP conversations
• Family important

• Experience with end-of-life decisions
• Family as support system

Black participants who described strong 
family support were 5 times more likely 
than white participants to complete an 
ACP behavior (p<0.01)
Regardless of racial/ethnic background, 
those who described negative experi-
ences within healthcare were 5 times 
less likely to complete an ACP behavior 
(p<0.01)

White (n=40) • Positive experiences with healthcare

Hispanic (n=20) • Community roles in decision-making

No Black (n=40) • Distrust of healthcare system
• Funeral planning important
• Skeptical about the value of ACP

• Prior negative experiences within 
healthcare system

White (n=40) • Strong social networks besides family
• Prior negative experiences within 
healthcare system

Hispanic (n=20) • Distrust of legal documents
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to be very infrequent and minimal based on experiences 
from prior studies. In trial publications at the end of the 
study, we plan to report all adverse events determined to 
be possibly related to participating in the trial. Adverse 
events will be categorized as mild, moderate, or severe, 
along with their expectedness and seriousness. All hosts 
and research assistants are required to participate in a 
training webinar in which an international expert on grief 
discusses psychological distress. The webinar trains all 
research assistants and community hosts on recogniz-
ing the signs of psychological distress, including issues 
related to diversity, equity, and inclusion. The train-
ing highlights potential red flags for adverse events (for 
example, sudden and lasting changes in demeanor, cry-
ing that is interfering with communication, leaving the 
room). The grief consultant assists sites with strategies 
for referral to a local healthcare counselor and is available 
to assist hosts and/or participants as needed (by phone 
or video conference) should an adverse event occur. The 
PI is informed of any serious adverse event or unantici-
pated problem (regardless of grade, expectedness, or 
relatedness) as soon as they occur. Any adverse events 
that are spontaneously reported to the research assistants 
throughout the trial are then reported to the PI within 
24 h of occurrence. The PI then notifies the SMC chair 
verbally within 24 h and generate a written report for the 
SMC within 72 h. The SMC annually reviews reports that 
include the number and types of adverse events per arm. 
The SMC statistician also reviews recruitment data and 
accrual trends to ensure recruitment pace is on track and 
will be responsible for overseeing attention to data integ-
rity by reviewing reports from the team.

Frequency and plans for auditing trial conduct {23}
The Penn State University Institutional Review Board 
(IRB) oversees the protection of human subjects in 
research and conducts continuing review of the trial. 
The SMC reviews data reports at least annually indepen-
dently from the investigators and sponsor.

Plans for communicating important protocol amendments 
to relevant parties (e.g., trial participants, ethical 
committees) {25}
All communication between the hosts and the single IRB 
occurs through the on-site research assistants, Project 
Manager, co-investigators, or PI. Hosts are required to 
submit any modifications or changes to marketing mate-
rials to the research assistant who reviews the materials 
with the study team and then submits them to the IRB 
for approval. All written venue agreements and reliance 
agreements are provided to the research team and then 
forwarded to the IRB. The PI and/or the Project Manager 

ensure that all agreements are in place, documents are 
maintained and renewed, and are in compliance with 
NIH and IRB policies.

Dissemination plans {31a}
Findings will be presented to the scientific community 
via abstracts submitted to international or national scien-
tific meetings and peer-reviewed publications. The team 
will disseminate results to community members, partici-
pants, and the public through press releases, a 10-page 
Community Brief to participating host sites for distribu-
tion within their communities, the project website [65], 
and other professional networks. Data will be made avail-
able in a public repository upon completion of the trial.

Discussion
The Project Talk Trial is designed to provide data that 
comprises three studies in one by comparing The Con-
versation Project Starter Guide and the Hello game each 
to a control arm, as well as to each other. The trial will 
provide key outcomes to learn if either intervention helps 
motivate participants to complete an advance directive 
and will provide comparative efficacy data for the inter-
ventions. Further, the trial is designed to provide insight 
into potential mechanisms of action for the conversation 
activities by evaluating if sociocultural influences and the 
quality of communication triggered by the interventions 
mediates advance directive completion. Another strength 
of the Project Talk Trial is that it is the first community-
based interventional trial (to our knowledge) to use visual 
verification of advance directives as an outcome rather 
than relying solely on self-report. These strengths bol-
ster the rigor of measuring our primary outcome when 
compared with similar trials, and, because we will collect 
both self-reported and visually verified advance directive 
completion data, the trial data will allow us to assess the 
validity of using self-reported AD completion for future 
studies.

As with all clinical trials, there are and will be chal-
lenges to overcome. The COVID-19 pandemic causes 
substantial challenges with regard to scheduling com-
munity-based events amidst COVID-19-related public 
health concerns, travel concerns, and evolving CDC rec-
ommendations. The pandemic began prior to any Pro-
ject Talk hosts being enrolled in the study, and therefore, 
our study team was able to adopt several strategies that 
will address the uncertainty of conducting a community-
based trial amidst a public health crisis. These strate-
gies include (1) allowing host organizations to join the 
project and host events on a rolling timeline that can 
accommodate differences in community spread across 
the USA; (2) incorporating flexibility for event delays and 



Page 21 of 24Van Scoy et al. Trials          (2022) 23:829  

postponements of events; and (3) following both federal 
and local health guidelines for all events including provi-
sion of masks. Finally, while the pandemic impacted our 
project initiation timeline, we will leverage resources to 
double our efforts during spring and summer months 
when COVID-19 transmission is at its lowest to avoid 
further delays.

We also anticipate challenges related to community 
engagement research that will require hosts to move 
their event from one community venue to another, pos-
sibly including changes in their randomization strata. To 
minimize the effects of this challenge, we will randomize 
hosts after completing venue letters of support. Addi-
tionally, it is possible that attendees invited to the events 
will not “match” the strata classification of the event site 
since anyone can attend and participate in the events 
regardless of their race, ethnicity, zip code, socioeco-
nomic status, etc.. We do not screen or turn away poten-
tial attendees at the door. To assure that we capture data 
from our target population, we will review demographic 
characteristics from each site prior to analysis to confirm 
that the anticipated population characteristics were met.

Upon completion of our first 3 events (1 Spanish-
speaking and 2 English-speaking), we noticed that the 
pre-intervention study measures were taking twice as 
long as allotted in the protocol. Therefore, to minimize 
survey burden, two measures were removed from the 
protocol (an ACP values and beliefs questionnaire and a 
social support questionnaire). Additionally, one measure 
that collects prior experiences with medical decision-
making was moved from pre- to post- activity to provide 
a better balance of questionnaires before and after the 
conversation activity.

Upon completion of the trial, we will have provided 
data to add to the evidence base behind various conver-
sational ACP interventions, data to examine potential 
mechanisms of action for such ACP interventions, and 
qualitative data to better understand the sociocultural 
environment of how community-based ACP interven-
tions are experienced by underserved populations. We 
will also provide important data for future researchers to 
learn if and whether visual verification of advance direc-
tives is necessary, or whether reliance upon self-reported 
outcomes is of comparable value.

Trial status
Protocol version and date. Protocol version 7 dated 
6/9/2022.

Host recruitment began April 12, 2021.
The first event with participant recruitment began 

March 19, 2022.
The trial is expected to run through June 30, 2025.
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