Findings from the Alzheimer’ Disease Patient and Caregiver Engagement
(AD PACE) Initiative’s What Matters Most Qualitative Study

The current study is being conducted in two phases:
Phase 1 is a qualitative phase to elicit the potential treatment-related
outcomes that matter to people with or at risk for AD and their care partners.
Phase 2 is a quantitative phase to estimate how much each potential
treatment-related outcome matters and which potential treatment-related
outcomes matter most.
This poster describes the research activities for Phase 1. Phase 2 of the study is currently
underway with anticipated completion in Q3 2019.

METHODS

Patient demographic data were collected during screening for a total of 60 patients and are
presented in Table 1.
Descriptions of symptoms, impacts, worries, and desired treatment outcomes of
participants in Group 4 were collected from both people with AD (when able to self-report)
and their care partners.
Many in Group 4 lacked insight into their symptoms and thus were not able to provide
much (if any) data on these topics, particularly with regard to impacts, future worries, and
desired treatment outcomes.
The primary focus of the care partner interviews (Groups 4 and 5) was to obtain the care
partner’s view on how AD impacts them. Thus, impacts to the care partner (not the
patient), care partner worries, and desired treatment outcomes for their care recipients
were collected via care partner report for both Groups 4 and 5.

Sometimes I do [forget the names of
people]. I meet people and I just try to
remember their names… eventually I figure
it out who they are.

…just driving and being lost… like all of a sudden
the road I turn on to go down to our place…
complete blank. You think I could think of it. I
mean, 18 years. And then all of a sudden it came
to me.

Not being able to find normal things he [care
recipient] should have. His watch, he has a very
nice watch. Where did it go? ‘I don’t know. I had
it on. Can’t find it.’ Those types of things…

She calls my brother me, and calls me
my brother, and forgets who some people
are…

In-depth interviews were conducted with 60 clinically-referred individuals and caregivers across
a continuum of 5 AD stages (n=12 each)
Group 1: Individuals with unimpaired cognition but with evidence of AD pathology
Group 2: Individuals with mild cognitive impairment (MCI) and evidence of AD pathology
Group 3: Individuals with a diagnosis of mild AD
Group 4: Individuals with a diagnosis of moderate AD and their care partners (dyads
interviewed together)
Group 5: Care partners of individuals with a diagnosis of severe AD
Participants were recruited through Global Market Research Group (GMRG) and Raleigh
Neurology Associates (RNA), a neurology site based in Raleigh, North Carolina. All patients and
care partners were referred directly from clinical sites in five locations: Chicago, IL; St. Louis,
MO; St. Paul, MN; New Orleans, LA; and Raleigh, NC.
Participants in Groups 1, 2, and 3 were interviewed directly and self-reported
their symptoms as well as worries, impacts, and desired treatment outcomes.
Participants in Group 4 were interviewed together with their care partners (as a
dyad) and, when able, were asked to self-report on their symptoms, worries,
impacts, and desired treatment outcomes.
In Group 5, care partners of the participants with severe AD were interviewed.
Care partners in both Groups 4 and 5 reported on symptoms they observed in
their care recipients, their own worries and impacts to their lives, and what they
desired in treatment outcomes.
All interviews lasted for approximately 60 minutes and followed semi-structured interview
guides. The purpose of the interview guides was to ensure that data were collected in a
systematic and consistent way and that the interview objectives were met, while also
encouraging spontaneity of responses and a conversational tone throughout the interviews.
Content for the AD participant and care partner interview guides was selected from a number of
resources including the following:
Concepts and domains included in the Alzheimer’s Disease Assessment Scale – Cognitive
(ADAS-Cog) (Rosen et al., 1984; Mohs et al., 1997; Kueper et al., 2018)
The American Psychiatric Association’s Diagnostic and Statistical Manual of Mental
Disorders, 5th edition (American Psychiatric Association, 2013)
United States Food and Drug Administration (FDA) Early Alzheimer’s Disease draft
guidance document (FDA, 2018)
Unpublished materials from AD PACE Sponsor (e.g., qualitative reports, preference
studies)
Published literature
Feedback from patient and care partner representatives, nonprofit agencies
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RESULTS

BACKGROUND
The AD PACE What Matters Most (WMM) study is a two-part study designed to better
understand and assess treatment-related needs (i.e. what matters) as well as treatment
preferences and priorities (i.e. what matters most) among individuals with or at risk for
Alzheimer’s Disease (AD) and their caregivers. In-depth understanding of the impact of AD
on specific treatment needs of people with and at risk for AD and their care partners across
the continuum of the disease is much needed to inform:
1. the development of AD therapies and care services;
2. the need for new tools and measures that assess outcomes that are
confirmed as most meaningful to individuals with AD and caregivers;
3. the regulatory review of new therapies to treat AD;
4. health technology assessments and reimbursement decisions for new
therapies and services to treat and manage AD; and
5. a growing understanding of the unique experience of care partners of people
with AD.
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Table 1. Patient Demographic Characteristics

Current Symptoms: All 60 patients, including those in Group 1, were reported to currently be
experiencing at least one AD-related symptom:
Participants in both early and late stages of AD experienced or were observed to have
issues related to memory/forgetfulness (n = 60; 100.0%)
Across all five AD groups, nearly all patients experienced symptoms related to
communication and language (n = 55; 91.7%).
Issues related to concentration and clear thinking were reported by all care partners
whose care recipients were in later stages of the disease (Groups 4 and 5), and by
approximately half of the patients in Groups 1, 2, and 3.
Symptoms of AD related to planning and organizing and orientation were reported by all
of the care partners in Group 5 and almost all of the care partners in Group 4 (n = 11;
91.7% for planning and organizing; n = 10; 83.3% for orientation) and by half (n = 6) of
the patients in Group 3. However, fewer than half of the patients in Groups 1 and 2
reported symptoms in these two domains.
Changes in behavior or personality were observed by almost all of the participants in
Groups 4 and 5 (n = 11; 91.7% for each group), and by approximately half of the
participants in Groups 1, 2, and 3.
All of the care partners in Group 5 and almost all participants in Group 4 (n = 11; 91.7%)
reported experiencing AD symptoms related to dependence. Fewer participants reported
issues with dependence in Groups 1, 2, and 3 (range, 1-3 per group), and mostly noted
that these issues were related to driving.

Most Bothersome or Challenging Issues:
Participants were asked what the most bothersome or challenging thing was that they experienced as a result of ADrelated symptoms. While some participants pointed to a particular symptom as being bothersome or challenging,
others reported that concerns about the future bothered or challenged them most. Participants were allowed to report
more than one most bothersome or challenging issue, yielding total frequencies greater than 100%. Only two
categories were identified by more than 40% of the sample as being most bothersome or challenging:
memory/forgetfulness (short-term memory, forgetting friends and family, general memory issues, and losing or
misplacing things) and “other” concerns such as uncertainty about the patient declining in the future and patients’
worry about being a burden on others for care.

Table 6. Frequency of Care Partner Impacts

The majority of participants (n = 48; 80.0%) reported at least one most bothersome symptom or issue (range, 1-7),
although 12 participants did not identify anything as bothersome or challenging.

Table 4. Frequency of Most Bothersome or Challenging Issues to Patients and Care Partners

Note: Both patients and care partners in Group 4 were asked about impacts; because patients were not able to reliably report on impacts, impacts to only care partners in Group 4 are shown. Impacts shown are those reported by care partners in Groups 4 and 5 who were asked to
describe on the impact of AD on their own lives, and not the impact of AD on their care recipients.
a The “other” category included impacts such as having more general responsibility/picking up the slack (n = 3 [GR4]); concerns about getting AD as well (n = 2: GR4, n = 1; GR5, n = 1); needing to walk the patient through instructions (n = 2: GR4, n = 1; GR5, n = 1); being harder for the
patient to attend the caregiver’s child’s activities (n = 1 [GR4]); being busy/having no time due to needing to go to doctor’s appointments (n = 1 [GR4]); trying to keep the patient calm (n = 1 [GR4]); developing routine at home/ways to keep the patient more organized (n = 1 [GR4]);
monitoring changes per the Alzheimer’s Association list and reporting to doctors (n = 1 [GR 4]); needing to be unselfish (n = 1 [GR4]); avoiding communication (n = 1 [GR4]); not being able to get the patient to agree to certain things (n = 1 [GR4]); feeling tired (n = 1 [GR4]); leaving the
house messy (n = 1 [GR4]); having to answer questions from the patient that he or she previously would have known the answer to (n = 1 [GR4]); feeling as though they are a child again who needs to report to their parent, who is the care recipient (n = 1 [GR4]); feeling resentful of other
sibling who does not help with caregiving (n = 1 [GR4]); needing help from brother, children, and friends for caretaking (n = 1 [GR4]); doing anything he or she can to make the patient happy and get the most out of life (n = 1 [GR4]); having a more scheduled lifestyle (n = 1 [GR4]); losing
weight/becoming healthier (n = 1 [GR4]); unable to visit romantic partner who lives in another state (n = 1 [GR4]); finding it harder to interact with the patient due to him or her misinterpreting things (n = 1 [GR 5]); finding it harder to do activities together as a family/children need to be
more independent (n = 1 [GR5]); and feeling that things are unpredictable (n = 1 [GR5]).

Treatment Related Outcomes: Improvement/restoration of memory was the most desired AD treatment outcome (n=40;
67%), followed by stopping AD progression (n=35; 58.3%).

As shown in Figure 1, current symptoms related to memory and to communication/language
were endorsed even by participants who had not been diagnosed with AD and those with earlystage AD (i.e., Groups 1 and 2). However, the average frequency with which these issues were
reported was generally seen to increase as patients moved into more advanced disease stages
(Groups 3, 4, and 5).

The medication would slow down my forgetfulness…if it
slowed it down I’d have more years to take care of myself
and not have to worry about other people taking care of me.

FIGURE 1: Mean Percentage of Items Endorsed as Currently Problematic Within a Symptom
Category, by Group

Just, if it can’t cure it, just kind of stop the progression of it. Just like
leave if it where it is. If the worse thing I have is momentary lapses
every few days, 3 days, and I’m still on the path I am now, I’m happy.

Table 7. Treatment-related Outcomes Most Important to Patients With or at Risk for AD and Care Partners

a The “other” category included issues such as what the future holds/uncertainty/noticing a decline (n = 7), patients feeling as though they are or could become a burden (n = 6), care partners’ need to repeating themselves (n = 4), care partners’
frustration/needing patience (n = 2), care partners’ difficulty keeping on top of patient and family needs and schedules (n = 2), the patient’s inability “to do anything” (n = 1), safety issues (n = 1), and the patient sleeping a lot (n = 1).
Note: Information was collected from patients only from Groups 1, 2, and 3; from care partners and patients (when able to self-report) in Group 4; and from care partners only in Group 5.

Impacts:
All participants in Groups 1, 2, and 3 reported experiencing one or more impacts as a result of their AD-related
symptoms.
More than half of the sample in each of the three groups reported an impact on mood and emotions (n=23;
63.9%).
Nearly half of the overall patient sample and at least half of the patients in Groups 2 and 3 reported an impact on
their social life/activities.
The number of patients reporting AD-related impacts on daily activities (increased reliance on care partners and
increased need for assistance with personal hygiene) was greater in Group 3 than Groups 1 and 2.

Note: Demographic data for patients in Groups 1, 2, and 3 were self-reported; data for patients in Groups 4 and 5 were reported by care partners at screening

The majority of AD participants in the study were living with their spouse or partner (n = 28;
46.7%) or with their children (n = 11; 18.3%). All participants in Groups 1, 2, and 3 lived in a
home or apartment and nearly half (n = 17; 47.2%) worked full- or part-time. None of the
patients in Groups 4 and 5 were employed or living alone in their own home, with the
exception of one patient from Group 5 who was moving in the next month to an assisted
living facility. Three participants (Group 4, n = 1; Group 5, n = 2) lived in an assisted living
facility.
Care partner demographic data were collected during screening for a total of 24 care
partners and are presented in Table 2. Care partners in Group 4 were interviewed along with
their care recipient; those in Group 5 were interviewed independently.

Current and Future Worries: Current and future concerns reported by the overall sample
included memory (n=48; 80%), dependence (n=40; 66.7%), and “other” concerns (n=33; 55.0%),
which included uncertainty about the future, burdening others. The most commonly reported
current or future concern (i.e., those reported by 25% or more of participants in the total
sample) are included in Table 3.

Well, it [difficulty concentrating/focusing] frustrates you. It
overwhelms you, you know. And you’re like, ‘Am I crazy?’ And I say,
‘Why is it that I, nobody else has a problem with this, but I have a
problem with this. Why can’t I get this together?’

I guess maybe going out less with other couples because I don’t
want them really to know. So I guess I kind of stay back and
away. Maybe they would start talking about something we did
and I wouldn’t remember… I really don’t want to go.

Table 5. Frequency of Impacts Reported by Patients in Groups 1, 2, and 3

Table 3. Frequency of Patients’ and Care Partners’ Future Worries Reported by ≥ 25% of All Participants

Table 2. Care Partner Demographic Characteristics

CONCLUSION
Results from the current study suggest that issues with various aspects of cognitive functioning—particularly in
memory and communication/language—are present even in the earliest stages, including individuals who have
not received a formal diagnosis (Group 1), those with MCI (Group 2) and those with mild AD (Group 3). Per
inclusion criteria, all group 1 participants should not be showing signs of clinical impairment, which is consistent
with our findings. However, all 12 Group 1 participants reported some current “problem” with cognitive
functioning.
Results also suggest that the data on Group 3 participants (those with mild AD) are much more variable than the
patterns seen in other groups. These data, combined with observations recorded during the interviews, suggest
that the sample of individuals with mild AD was much more heterogeneous than some of the other groups in the
study. This broad heterogeneity may suggest differences in how clinicians view the diagnosis of mild AD and
may indicate that we need to assess differences in patients’ priorities within this group and not just between this
group and other groups.
Regardless of the reporter, across both early and late stages of AD, improved memory, disease modification, and
remaining independent (including in the ability to perform daily activities) were the AD treatment outcomes
considered to be most important to individuals with or at risk of AD and to their care partners.
Traditional neuropsychological assessments may measure various aspects of cognitive functioning often
impaired by AD, but it is unclear whether they can measure the often-subtle changes that are important to
individuals with AD and care partners (e.g., decreased socialization due to concerns about forgetting names or
losing track when speaking to others; depressed or anxious thoughts due to changes in memory; increased
dependence on others for even basic chores). Data from the current study provide some evidence that changes
seen in certain domains of traditional neuropsychological assessments may correlate with changes that are
meaningful to individuals with or at risk for AD and their care partners. Again, this provides a foundation for
further research.

Minor revisions to the interview guides were made after the first 13 interviews (composed of
participants representing each of Groups 2 - 5). The revised patient and care partner interview
guides were used for the remaining interviews.
Interviews were conducted by experienced interviewers, one of whom is a licensed clinical
psychologist, audio-recorded, and transcribed. Qualitative data analysis included identification
of dominant trends in each interview and comparison across subsequent interviews to generate
themes or patterns in the description of AD symptoms, impacts, and desired treatment
outcomes.

* Included worries such as what the future holds, being a burden, safety issues, not being able to do anything, not being aware of what is going on, sundowners
Note: Information was collected from patients only from Groups 1, 2, and 3; from care partners and patients (when able to self-report) in Group 4; and from care partners only in Group 5.
Note: Table contains the current or future worries reported by 25% or more of participants in the total sample

a The “other” category included impacts such as everything happening at a slower pace (n = 2: GR1, n = 1; GR3, n = 1; ); feeling like there is nothing he or she can do to make things better (n = 1 [GR1]); not
feeling comfortable going places at night (n = 1 [GR1]); needing to explain what he or she wants to say when unable to find the right word (n = 1 [GR1]); checking to make sure appliances and lights are not
left on (n = 1 [GR1]); running late due to misplacing things (n = 1 [GR1]); handwriting has declined (n = 1 [GR2]); feeling that life is different in general (n = 1 [GR2]); being unable to enjoy going and doing
things due to forgetting about other responsibilities (n = 1 [GR2]); needing to stick to familiar tasks and places (n = 1 [GR2]); thinking and talking things through a little bit more (n = 1 [GR2]); needing to be
more organized and aware (n = 1 [GR2]); needing to be more cautious (n = 1 [GR2]).
B Multiple impacts could be reported by any individual participant.

Results from this study will inform the second phase of the WMM project—the development of a quantitative
study to elicit the relative importance of these COIs to people at risk for and living with AD and their caregivers.
Collectively, the WMM results lay the foundation for the development of recommendations for clinical outcomes
assessments in research studies.

About AD PACE: UsAgainstAlzheimer’s AD PACE initiative, is a pre-competitive collaboration that brings together nonprofit entities, people
living with AD, caregivers, academic leaders, industry, and government consultants to identify and quantify treatment-related needs,
preferences, and priorities among individuals representing different stages of the AD continuum and their care partners to inform drug
development, regulatory and reimbursement decision-making. For more information, visit www.usagainstalzheimers.org/networks/ad-pace

