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One of the best ways to ensure that a sponsor’s clinical and 
commercial programs reflect how patients experience a 
disease or a treatment is to interview patients directly over 
time. This practice – longitudinal qualitative research – is an 
emerging science that can guide development efforts as well 
as inform communication strategies for treatments in any 
therapy area. Here, Sally Lanar and Alexia Marrel of ICON 
plc, outline what longitudinal qualitative research is, when 
and how it can be used and the key factors for success when 
using this type of research.   
 

A Maturing Field of Research
First and foremost, what is longitudinal qualitative research? Put 
simply, this research is conducted through interviews with patients 
at various time points during their study participation. The interviews 
should be conducted by qualified interviewers who have been trained 
in how to establish rapport with a patient, how to remain objective 
while eliciting feedback, and how to follow an interview guide and 
adapt it as needed to the patient. 

This research is important in clinical development for two 
reasons. Firstly, the life sciences industry is committed to taking a 
patient-centric view of clinical development. Secondly, qualitative 
research methodologies have matured. Interviewing patients in 
clinical trials is a valid approach to understanding the patient 
perspective of a disease or treatment, providing context for 
explaining and interpreting quantitative clinical data, and informing 
future outcome assessment strategies and trials.1

The practice is in line with the US Food and Drug Administration 
recent guidance that recommends interviewing patients enrolled in 
clinical trials at screening and at exit in order to assess change over time.2

Qualitative longitudinal research does just that – it uncovers how 
patients experience healthcare over time, providing the context and 
details needed to understand and assess meaningful change in their 
condition. This includes capturing the critical moments patients go 
through that cannot be captured by quantitative patient reported 
outcomes (PROs).3 

The research can be applied to: 
• Documenting the impact of a potential therapy from a patient 

perspective 
• Studying complex phenomena in rare diseases, for example the 

onset and duration of symptoms when this is not described in 
the literature 

• Evaluating patient/physician relationships over time

The approach has the advantage of giving a much fuller picture 
of the patient experience than a single interview conducted at one 

point in time. Holding multiple interviews also avoids the recall bias 
that can be present in exit interviews. The depth and frequency of the 
conversations yield granular data that can offer an extremely vivid 
picture from a relatively small sample of patients.

When to Use
The qualitative data gathered via patient interviews can be valuable 
in any therapeutic area but are particularly useful in studies of rare 
diseases, chronic diseases, and surgical interventions. Possible 
objectives of such research include:

• The natural history of the disease is poorly known or not well-
described in the literature

• Insights will be sought on clinical parameters not measured in a 
trial (such as the onset of action or duration of therapy) 

• A small patient sample and lack of valid, specific Clinical 
Outcomes Assessment measures will limit benefit/risk 
assessment and value communication

• Regulators are likely to challenge the clinical meaningfulness of 
the magnitude of change or difference 

• It will be important to develop strategies to promote adherence 
to the therapy

Designing Qualitative Studies 
The benefits are compelling, so how best to go about designing such 
studies? These must be designed carefully to produce clear and 
replicable results, the data must be analysed according to scientifically 
valid methods, and the findings must be communicated in a way that 
gives voice to patient views.

The research question and a clear vision of how the data will 
be collected and analysed should guide the study design. Once the 
purpose is clearly defined, the next step is to develop the interview 
guide which calls for the experience of a qualitative research scientist to 
ensure that the questions will elicit meaningful answers. The interview 
guide should be the same for all patients for the first interview, as it 
will set the foundation for further assessments and serve as a baseline 
in following the patient journey. Then, for subsequent interviews, the 
interview guide can either continue to be the same for all patients, or it 
can be customised for each patient based on the results of the baseline 
interviews. In either case, there should be sufficient flexibility in the 
protocol design to allow for openness in the interview – as directed by a 
trained and skilled interviewer. The frequency and timing of interviews 
could either align with the time points for collecting patient-reported 
outcomes (PRO) in the trial, or synchronise with the timing of expected 
effects of the therapy.

Longitudinal qualitative research can be performed as a stand-
alone study, or it can occur within a quantitative study in conjunction 
with the collection of clinical data, for example within a clinical trial 
or an observational (natural history) study. In the latter case, the 
results can be triangulated with the clinical data.3
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Strategies for Data Analysis
The richness of the data gathered requires that sponsors have a 
distinct plan for how it will be analysed – a decision that must be 
founded in an understanding of the types of analyses available and 
what each entails and generates. There are three types of analyses 
commonly used with qualitative longitudinal data. 

1. Concept-level analyses: The most micro level of analysis looks 
at a concept, such as a symptom or an impact on the patient, 
over time. The goal of a concept-level analysis is to evaluate 
change between two points in time, for one concept at a time, 
for one patient at a time. 

2. Domain-level analyses: These look at change in concepts within 
a theme, most often a domain of health-related quality of life.3 
This type of analysis still examines the results for one patient at 
a time. However, change over time can be examined between 
two time points or across multiple time points.

3. Group-level analyses: These aggregate results for all patients 
in the study as a whole and are therefore the most macro, or 
abstract, level of analyses. They are designed to answer the “big 
picture” questions about the most prominent and meaningful 
changes for all the patients in the course of the entire study.3

Determining the best analytical strategy is a matter of working 
backwards from what data is needed and how best to report that data. 
Will it be most useful to describe the change in particular symptoms 
or in broader domains of quality of life? Or, is the goal to understand 
and relay what matters most to patients collectively? Usefully, the 
three types of analyses are not mutually exclusive and the same 
dataset can be used to tell all three types of stories – provided that 
the right data was collected. Collecting the most specific, micro-level 
data through a patient-specific follow-up interview allows for this 
type of analytical and storytelling flexibility. 

Key Success Factors
The design of these type of research studies and methods of data 
analysis are key components to be considered. When determining 
these, we recommend that a number of basic principles are followed 
to ensure that the research yields valid insights: 

• Keep the end goal in mind when developing the interview 
guide. The type of data collected will determine both the type 
of analysis that is possible and the scope and richness of the 
findings. 

• Think critically about the analysis so that the process will be 
clear, precise, and replicable.  Anticipate how the data will be 
managed, given that it will be voluminous. Analysts must be 
trained on the concepts of the study and be monitored over the 
course of the project. 

• Remember that the results are subjective by design. Find 
creative, narrative and visual ways to communicate the results 
so that the patient voice is evident. 

• Share the findings to increase the body of best practices in this 
emerging field. 

• Enlist the advice and involvement of experts as needed - 
qualitative research scientists, trained interviewers, and 
professional communicators. 

Conclusion – An Important Role to Incorporate the Patient Voice 
into Clinical Trials
Direct interaction with patients to elicit their thoughts can significantly 
enhance patient centricity in clinical trials. For those life sciences 
companies striving to increasingly incorporate the patient voice in their 
development programs, evidence dossiers, and commercial messaging 
platforms, longitudinal qualitative research can be an important tool in 
helping the voice of the patient really come to the fore. 
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