ELICIT
LISTEN TO ME
Exploring the Voice of the Patient in the Real World
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newsletters dedicated to getting close to people
by immersing in their health-related stories.
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The Real-World landscape has changed; we
are now in a different era of drug development
where patient voices have gained importance.
This shift was triggered by the 21st Century
Cures Act in 2016, designed to help accelerate
medical product development and bring new
innovations to patients who need them faster
and more efficiently. The law builds on the FDA’s
ongoing work to incorporate the perspectives
of patients into the development of drugs and
their decision-making processes.
As a result, there is a need to understand
attitudes, decisions and preferences beyond
existing tools and measures because with
our current research methods we too often
see only a small part of the whole. The focus
tends to be on ‘big data’ but we often lack the
‘smaller’, ‘thicker’ data to explain it. We also too
often assume that asking direct questions will
generate answers that reflect the whole picture,
as in the full range of experiences that matter to
patients.
In our research we seek to understand all
stakeholders, attitudes, decisions, experiences
and preferences beyond the level of
understanding that can be derived by existing
tools and measures.
In this newsletter we share some of the ways
that we facilitate the expression of patient
experiences and perceptions which reveal
deeper insights than existing methods and
frameworks allow.
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Global Head of Qualitative Strategy
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There is an increasing acceptance of patient experience
data derived qualitatively and drug development is
becoming more patient focussed
According to the FDA1, patient experience data
include the experiences, perspectives, needs and
priorities of patients related to:

ISPOR2 concurs that patient engagement has
an important role to play and highlights the
following scenarios:

—

—

Real World data – observational studies

—

Economic models

—

Health technology assessment

—

PRO/Preferences

—

The signs and symptoms patients
experience and how these signs and
symptoms affect their day-to-day
functioning and quality of life
The course of their disease over time,
including the effect the disease has on
patients’ day-to-day function and quality of
life over time, and the changes that patients
experience in their symptoms over time

—

Patients’ experience with the treatments for
their disease: the symptoms and burdens
related to treatment

—

Patients’ views on potential disease or
treatment outcomes and how they weigh
the importance of different possible
outcomes

—

How patients view the impact of the disease,
treatment, and outcomes, and their view
of potential trade-offs between disease
outcomes and treatment benefits and risks.

Social, ethical and psychological aspects are seldom
truly integrated into the assessment of health
technology. Qualitative research can and should
contribute to developing ‘evidence’.3
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KEY AREAS TO HELP ENGAGEMENT

From the work we do and the conversations we have with our clients, we have identified 5 key areas where patient engagement, conducted qualitatively, can
support the work you do by adding important granular data and additional meaning to the data you already hold or studies you wish to design.

Support clinical
trial design
& clinical
development
strategy

Support value
assessments
and payer
coverage
decisions

Develop
guidelines,
educational
materials and
support tools
for use in
clinical practice

Provide
granular detail
and a wealth
of insights
to inform
subsequent
study design

Inform best
practices and
raise awareness

Evaluate quality of life impacts
of the disease to identify
patient-relevant endpoints for
clinical trials

The key factors that impact
patient experience of disease or
treatment

Understanding of current
practices in terms of prevention
and management to develop
organisational safety protocols
and internal regulation

The key characteristics that
would need to be included in
a reliable, disease specific PRO
questionnaire

Identification of variations
in symptom burden
to inform personalized
medicine management
strategies

Identification of the patient
population to optimize the
clinical development plan

Patients’ preference and
prioritisation of treatment
features and attributes

Supporting public health
decisions by informing
attitudes, acceptability, levers
and barriers towards healthcare
organizational planning

Exploration of content validity
of PRO instruments

Exploration of patients’
expectations and needs
to inform treatment
and management
optimisation
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HOW WELL DO
YOU KNOW
We have to find ways to understand people
better and identify rich information about their
experiences in order to truly meet their needs.
To truly help meet patients’ individual needs it
is critical to understand how conditions impact
their lives and to do so we need to focus on
individuals as people, not only as patients.
It is easy to assume that if we ask someone a
question, they will be able to give us a direct
answer. However, there are many factors which
impact on the quality of that response.
First and foremost is recognising that we need
to engage with them as people and establish
a degree of rapport so that from that point of
connection they feel free to talk to us about their
experiences.

ME?

As you can see from the video, direct question
and answer based discussions only take us so far.
What people tell us is not necessarily the full
story. We can’t make assumptions about what’s
driving their behaviour, or their preferences, and
we must understand that for a variety of reasons
they can’t always tell us.
—

Key to understanding the influences on
experiences and decision-making is to look
beyond the illness or its treatment and focus
our attention on the person and not only the
patient. Non-medical aspects also impact
behaviour and ultimately clinical outcomes.

—

Patients’ experience of illness is not linear;
their condition may fade in and out of focus.
When it is not at the forefront of their mind,
they may respond and react differently to it
than when it is reminding them it is present.

—

Context is also important; where someone is
has an impact on how they relate to, discuss
and behave relative to their illness.

Alternative questioning approaches are required
to facilitate expression of deeply held views and
experiences.

WATCH: Barriers to
expression of underlying
thoughts and feelings
8|
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ARE YOU SEEING THE

PERSON BEHIND
THE PATIENT?

There are multiple ways that we can get
close to people’s reality of living with illness
and its treatment.
Qualitative enquiry lends itself to several
different approaches and has at its disposal a
range of tools for eliciting and analysing data; it
is dynamic and flexible and can be combined
with many other approaches. They are largely
supported by grounded theory, behavioural
science, epidemiology, anthropology and
psychology.

To help us get as close as possible to ‘true’
experience, we are guided by 6 principles. These
are covered in more detail in our previous edition
of ELICIT, but in essence are outlined below:
—

Understand individuals as people; building
rapport is essential to that

—

To get as close as possible to ‘true’
experience and away from a clinical setting;
context is critical

—

We explore social and cultural influence as
well as individual experiences

—

We recognise the importance of emotion
as a powerful force in driving behaviour and
decision making

—

Listen to stories in people’s own words

—

We encourage people to express themselves
in a variety of different ways

Qualitative enquiry may:
—

Involve observational approaches, which
entail watching and recording what people
do and say in natural surroundings

—

Narratives/ stories that provide perspectives
into people’s feelings and lifeworlds

—

Explore connections between events, or to
link causes and events

—

Be used to identify the breadth and diversity
of attitudes or characteristics within a
predefined population

—
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Help identify and explore similarities and
differences between groups of people.

By following these 6 principles we are best placed
to:
—

Uncover unbiased truths and avoid
preconceptions

—

Avoid reliance on standard question and
answer based approaches which are not
sufficient

—

Accommodate inadequacies of memory
when recalling past events and explaining
motivators to behaviour
| 11

DO YOU
UNDERSTAND MY
EXPERIENCES?

Treatment experience

Disease experience

Case study 1

Case study 2

Getting close to day-to-day
life to understand treatment
experience through digital
ethnographic methods.

Informing and complementing
clinical, PRO and Epi data to
understand disease experience

To truly understand disease or treatment
experience and its impact on daily life,
ethnographic style approaches, which allow us
to be close to daily contexts, generate a wealth
of rich data that may not be accessible via
interview alone.

Despite the availability of clinical, PRO & Epi data,
insufficient granular information was available
to understand how parents and children were
living with a specific illness. Nor was their
sufficient information available to understand
the difference in perceptions of the disease
experience between patients, parents and
physicians.

To understand variations in symptom burden
during a treatment cycle in the search for better
management practices, we adopted such an
approach. In this case, it was clear that inbetween treatment cycles, patients gradually felt
better until treatment started to wear off. What
was unclear, was how the effects of this cycle
translated into day-to-day life and how similar or
different the experiences were between patients.
In this instance, we adopted a weekly app-based
diary approach over 12 weeks to observe patients
in real life situations. This was complemented
with data capture via PRO. Participants in the
study uploaded imagery, text and video via the
app to bring their experiences to life.
The outcome of the study will help fill
knowledge gaps in relation to the patient
experience, inform personalised medicine
practices and engage relevant patient
organisations and thought leaders to facilitate
communication of the potential adaptations
required to management strategy.
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Qualitative research was required to provide
insights beyond existing measures to
understand the day-to-day impact of disease
experience at a granular level. A mixed method
exploratory approach was adopted.
The study incorporated specific enabling
techniques to help children express their
experiences and feelings during the discussions;
tasks included the completion of a booklet
incorporating stickers, mood boards, drawings
and letters, all completed at different points in
the day.
The result was the identification of experiences
and demonstrated how they were comparable
or different between patients and parents.
The study also highlighted differences and
similarities of perceptions compared with
physicians.
Ultimately, results will be used to formulate
relevant education and communication
strategies.
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GETTING CLOSE
TO WHAT
MATTERS TO ME

Neurologist and Patient Preferences in Multiple Sclerosis:
UK and US Qualitative Research Findings
Tom Tencer1; Oliver Will2; Jinender Kumar1; Jennifer Nguyen2; M. Janelle Cambron-Mellot2; Alexandra Berk2; Kathleen Beusterien2
Celgene Corporation, Summit, NJ, USA; 2Kantar, New York, NY, USA
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RESULTS (cont’d)

INTRODUCTION
• Many disease-modifying therapies (DMTs) are available for relapsing remitting multiple sclerosis
(RRMS), including injectable, infusion, and oral therapies, which vary with respect to their attributes.1

• For this study, we sought to better understand the impact of treatment outcomes, including brain
volume loss, on influencing treatment choice among neurologists and patients.
• The results were used to inform the selection of treatment attributes to include in a subsequent
patient and physician preference study incorporating a discrete choice experiment, which examines
trade-offs that respondents are willing to make among different treatment attributes (e.g., are they
willing to accept an increase in the risk of a selected side effect in exchange for an improvement
in efficacy?).

Patients
• Control/prevent disease
progression

• Prevent/decrease brain
volume loss/atrophy

• Reduce relapses
• Control/reduce symptoms

• Improve fatigue

• Reduce serious
adverse events

• Minimize brain lesions

• Desire for oral treatment

• Reduce cognitive decline

• Infrequent administration

• No onerous monitoring

• Minimize side effects
• Easy administration/dosing

METHODS

• Trained interviewers used a semi-structured interview guide focusing on factors affecting treatment
decision making.

Case study 3

Neurologists

• In-depth telephone interviews were conducted with neurologists as well as patients with RRMS in the
United States and United Kingdom.
• A convenience sample was recruited via physician and patient panels.

Qualitative research to inform a preference study in Multiple
Sclerosis

Figure 2. Treatment Goals Identified by Neurologists and Patients

• Although previous patient preference studies have focused on selected efficacy and adverse event
attributes,2,3 none have incorporated reduction in brain volume loss, which recently has been
identified as a potential benefit associated with some treatments.4

• A content analysis was performed,5 where verbatim transcripts were developed, and a code system
was used to identify key themes emerging from the data. Coding was facilitated using MaxQDA
qualitative data analysis software (VERBI Software GmbH, Berlin, Germany).
• All participants signed an informed consent form, and the study protocol received exempt status from
Pearl IRB (Horsham, PA, USA) on April 1, 2019.

• Although preventing cognitive decline was important to neurologists, some (n=8; 40%) noted a lack of
adequate measures for assessing cognition in routine practice (Table 4).
• Neurologists noted that the Expanded Disability Status Scale (EDSS) lacks sensitivity in detecting
symptom changes, especially in non-motor function (e.g., cognitive, sensory function).
• Eight neurologists (40%) indicated a correlation between brain volume loss and cognition (Table 4).
• Although more than half of the neurologists (n=11; 55%) said brain volume loss was a better predictor of
disease progression than lesions, the lack of routine brain volume measurement has prevented its use
from being considered a primary treatment benefit.
• Most of the neurologists (n=13) do not measure brain volume loss in clinical practice due to lack of
capacity and standardization among radiologists and across magnetic resonance imaging scanners:

RESULTS

– “We’re not there in a consistent highly accurate fashion quite yet.” (US06)

• In total, 20 neurologists (United States: n=10; United Kingdom: n=10) and 20 patients (United States:
n=10; United Kingdom: n=10) participated (Tables 1–3).

– “You’re talking about a measure that is not routinely used and difficult to quantify.” (UK09)
Table 4. Measurement of Cognitive Functioning

Context

Outcome

Table 1. Location of Participants

Many disease-modifying therapies (DMTs)
are available for relapsing remitting multiple
sclerosis (RRMS) that vary with respect to their
attributes. No preference studies to date have
examined preferences for reducing brain volume
loss, which is associated with cognitive decline.

Patients and neurologists overlapped on key
outcomes that were important to them. These
included reducing cognitive dysfunction,
walking/balance issues, and fatigue.

Region

Objective
To identify which treatment outcomes, including
reducing the rate of brain volume loss, that
matter most and that may influence treatment
choice among patients and neurologists
Methodology
In-depth telephone interviews were conducted
with neurologists (n=20) as well as patients with
RRMS (n=20) in the US and UK

Although brain volume loss appears to be an
important endpoint and is associated with
cognitive function, many clinics are not set up to
measure it in a systematic way.
The results informed selection of treatment
attributes to include in a subsequent patient
and physician preference study incorporating a
discrete choice experiment.

US region
Northeast

Neurologists
N=20

Patients
N=20

10

10

5

3

Central

2

3

South

2

2

West

1

2

UK region

10

10

London

2

7

Outside London

8

3

Table 2. Neurologist Practices
Characteristic
Years in practice, mean (range)
Number of MS patients seen over 3 months, mean (range)

Neurologists
N=20
20 (11–51)
148 (30–500)

Patients
N=20

Age, years
Mean (SD)
Range
Female, n (%)
Years since diagnosis, mean (SD)

46.6 (10.5)
31–66
13 (65)
14.4 (7.2)

Self-reported severity
Mild to moderate

16 (80)

Severe

4 (20)

Number of different treatments taken, n (%)

“EDSS does not capture it. It is only the physical side
of things. The majority of the time, we record what the
patients say in terms of their memory when they come
to us. And we compare to previous records.” (UK03)

“The only correlate is brain atrophy but that’s not great.
Something clearly that was demonstrated to have less
cognitive decline than something else, the first product
would be preferred.” (US08)

“We’re particularly poor in assessing cognitive
disturbance.” (UK04)

“Brain volume loss/atrophy is causing cognitive issues in
the longer run.” (US03)

“We measure it extremely badly. I just say, ‘Do you have “Brain volume loss is important because that leads to
any memory problems?’ Yes, no. There is more detailed, cognitive impairment.” (UK07)
what we call neuropsychometric testing, but there are
“Cognition is one of the outcome measures [being
no two psychologists using the same tests, so it varies
investigated with newer medications], and that reflects
even within the same department.” (UK09)
brain atrophy or axonal degeneration.” (UK09)
“The problem is the EDSS stinks for cognitive. I find that
“Volumetric measurement like SIENA is a great marker
cognitive batteries that are out there are worthless.”
for MS disability progression. SIENA directly correlates
(US02)
with cognitive.” (US02)
SIENA=Structural Image Evaluation, using Normalisation, of Atrophy.

• Participants were asked which side effects were concerning or have resulted in switching/choosing
different medication (Table 5).

Side Effect
Flu-like symptoms, including fever, muscle aches, fatigue,
and/or headache
Gastrointestinal symptoms, including stomach pain,
nausea, and/or diarrhea
Risk of infection/respiratory infection
Risk of life-threatening events like PML/lymphoma
Liver problems/toxicity
Injection site pain/reaction
Thyroid growth/disease
Depression/anxiety
Flushing/skin hot

1

45 (20)

2

7 (35)

3

6 (30)

4

2 (10)

• The most frequent and bothersome impact of RRMS on patients included difficulty walking/balance
issues (n=11; 55%), cognitive problems (n=11; 55%) and fatigue (n=9; 45%) (Figure 1).
• All neurologists said they prescribe injectables or orals equally as first-line treatment for low to
moderate disease activity.
– Young women preparing for pregnancy typically have been prescribed an injectable.
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Correlation Between Cognitive Decline
and Brain Volume Loss
n=8 (40%)

Table 5. Spontaneously Identified Important Side Effects

Table 3. Patient Characteristics
Characteristic

Lack of Adequate Measurement
of Cognitive Functioning
n=8 (40%)

• Treatment choice primarily has been driven by patient preference.
• As MS progresses, neurologists indicated they prescribe infusions or orals with perceived greater efficacy.

Cardiac problems
Kidney disease
Idiopathic thrombocytopenic purpura
Hair loss

Neurologists
N=20

Patients
N=20





























• Preventing disease symptoms from getting worse was rated of highest importance of treatment
attributes by patients (Figure 3).
Figure 3. Patient-Rated Importance of Treatment Attributes (Prompted)*
Preventing disease symptoms from getting worse

Reducing frequency of side effects that affect QoL

†

9.7

8.6

• Indicators of progression from low to moderate disease activity identified by the neurologists included:
– 1 to 2 relapses in 1 year.
– Incomplete recovery from relapse.

Reducing the number of relapses

8.3

Reducing the number or size of brain lesions

8.3
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UNDERSTANDING
WHY I DO WHAT
I DO
Identifying levers and barriers to behaviour
Case study 4
Understanding experiences and perceptions, impacting
behaviour, identifying levers for change and optimal points to
apply them
Older Chinese Adults’ Knowledge, Beliefs, Attitudes and Behaviour on Cognitive Health and Ageing:
An Exploratory Study in Singapore 4
As well as understanding experiences and
perceptions, some of our work is designed to
understand when interventions may be valuable
to influence change and to help identify the
form those interventions might take. In such
cases we work closely with our Behaviour
Change experts and other partners as was the
case in the study outlined below.
In conjunction with the Society of Behavioural
Health, Singapore (SBHS), Kantar Health
conducted an exploratory study, the objectives
of which were two-fold:
—

To explore the knowledge, beliefs, effects
and behaviour of older Chinese adults on
cognitive health and ageing specific to the
cultural context of Singapore

—

To identify the key levers of influence
for future interventions to reduce risk of
dementia and cognitive impairment

In-depth interviews were conducted with 25
older Chinese adults between 50-75 years. The
study adopted an innovative approach in using
the COM-B Framework of Behaviour Change
to unveil motivators and barriers that would
influence perceptions of older Chinese adults
towards cognitive health and ageing.
Projective and associative questioning
approaches were included to facilitate
expression of emotional and hidden motivators.
Elements of behaviour change identified in our
research will be used to support older adults
and their communities to gain more awareness
about dementia, reduce risks and address
challenges experienced, creating a supportive
community for those at risk and having
dementia.

AUDIO :

Healthy
brain (1)
16 |

Healthy
brain (2)

Unhealthy
brain (1)

Unhealthy
brain (2)
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QUALITATIVE CONTRIBUTION
TO

RW EVIDENCE

Guidelines for reporting qualitative research
are just emerging, (i.e., COREQ5-Consolidated
criteria for reporting Qualitative research
outlined below), so we ensure that in the design
and implementation of any project we follow a
clear check list of best practices, from sample
determination rationale to survey design and
methodological decisions.
Essentially, checklists of items to be included in
qualitative reports and cross referenced in the
manuscript broadly cover the following topic
areas:
Please see below for the COREQ guidelines.
This is an important area for us and we have
contributed to the development of qualitative
guidance and a framework for qualitative
researchers and reviewers in the context of
Patient Preference which have been published6.

Research team
and reflexivity

Study design

Analysis and

Sampling:
An appropriate sample size for a qualitative
study is one that adequately answers the
research question. In qualitative work,
robustness is not necessarily defined by large
samples. Unlike the quantitative approach
which aims to be representative, the qualitative
sample aims to collect a maximum variability
of responses and will define the sample size
necessary to reach saturation, that is until
no new information emerge10; 7. As found
previously, saturation generally is attained by the
10th or 12th interview8, which allows us to apply
purposive sampling in our researches, assessing
the different respondent target to consider
in our therapeutic domain and according to
the research question; the objective being to
maximize the chance to produce enough data
to answer the research question9. An adequate
purposive sample is composed of the different
“population characteristics” to ensure the
opinions and attitudes of the participants reflect
the opinions and attitudes of the concerned
population.

Personal
characteristics

Authors and their credentials

Relationship with
participants

Relationship and knowledge of participants

Theoretical framework

Methodological orientation underpinning study

Participant selection

Sampling, method, sample size, people refused participation

Setting

Where data collected, presence of others, sample demographics

Data collection

Interview guide, repeat interviews, field notes, duration, saturation,
transcript handling

Data analysis

Coding and handling, coding tree, derivation of themes, software,
checking

findings

Occupation and gender

Interviewer characteristics, bias, reasons and interest in topic area

Credibility – interpreting and representing original view of
participants
Thick description – Providing rich details of the context, their
experiences and behaviour
Criticality – Interrogating themes based on larger cultural context,
meta narratives, evidence based frameworks, questioning findings 11
Reporting
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Quotation handling, consistency in presentation and findings, major
themes clearly represented, clarity of minor themes
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WHY QUALITATIVE EXPLORATION
IN THE REAL WORLD MATTERS

We invite you to talk to us about
exploratory work in the Real-World space…
Qualitative enquiry can make a valuable
contribution to strategic decision-making
by incorporating detailed understanding of
stakeholders’ perspectives from early in the
development process and throughout the drug
development cycle. It complements existing
methodologies by providing additional layers of
understanding and insights. It provides a depth
of understanding that traditional methods
cannot generate to:
—

Explain phenomena

—

Explore knowledge, attitudes and opinions

—

Identify decision-making processes

—

Investigate complex issues

—

Examine experience, feelings and
motivations

—

Provide insights and generate new ideas

—

Identify facilitators of change
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With a rich exploration, conducted qualitatively,
it is possible to elicit a comprehensive picture of
factors important to patients in the context of
their illness and its treatment.

Contact:
Marjorie Leclerc (Paris) marjorie.leclerc@kantar.com
Kathy Beusterien (US) kathy.beusterien@kantar.com
Regina Gowindah (APAC) Regina.gowindah@kantar.com
Jeanette Hodgson (Global) jeanette.hodgson@kantar.com
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