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research has encompassed many treatment and regulatory areas using various 
research techniques. She is a member and on the Board of the QRCA 
(Qualitative Research Consultants Association) and a Co-Director of the 
Pharmaceutical/Healthcare Special Interest Group. She has spoken at many 
conferences on qualitative research, behavioral science and innovations in 
research as well as published on qualitative issues in various qualitative 
journals and platforms. 

Kathleen Beusterien, MPH, is Principal, RWE at Cerner Enviza, an Oracle 
Company. She has over 25 years of experience performing health outcomes 
research. Kathleen has consulted on a number of communications with the 
FDA and EMA regarding patient reported outcomes (PRO) endpoints in clinical 
trials and has developed PRO measures and dossiers for regulatory review. She 
has numerous preference and PRO publications and regularly leads workshops 
and presentations at scientific and industry conferences on these areas. She is 
a founding member of the International Academy of Health Preference 
Research (IAHPR).

Rebecca Nash, PhD leads a team of real world evidence qualitative and 
quantitative researchers at Cerner Enviza, an Oracle Company, with a 
particular focus on growing expertise, talent and experience in real world 
qualitative studies. Prior to joining the team in 2019, Rebecca worked as a 
futures consultant at a legacy Cerner company (Kantar Futures), senior 
ethnographer in a social research agency, and more recently as the Head of 
Evidence at Macmillan Cancer Support, UK, where her team funded academic 
health outcomes studies, partnered with cancer registries across the UK, and 
led cancer patient experience research programs. She is trained in cultural 
anthropology.
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Qualitative data provide key evidence supporting patient-reported label claims

Content on Jakafi package insert on patient-reported data
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Proportion of patients with Myelofibrosis achieving 50% or greater 
reduction in individual symptom scores at week 24
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Early 
satiety

Night 
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Itching Bone or 
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We are now in a different era of drug 
development; patient voices are more 
important...Thoughtful incorporation of patients 
into clinical trials and drug development is 
becoming a priority.”
Paul Gustave Kluetz, Medical Oncologist

ASCO 2016 quoted in Managed Healthcare Executive June 8, 2016 in article “Patient-Reported Outcomes Poised to Improve Cancer Care”
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Real World 
Evidence 
Fundamentals
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What is Real World Evidence (RWE)?
Isn't everything the ‘real world’



Range of Real World Research
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 Prevalence/incidence, 
 Patient Profiles, 
 Mortality, 
 Risk/prognosis factors

 Clinical outcomes, 
 Safety, 
 Effectiveness

 Patient management, 
 Treatment patterns, 
 Adherence analysis, 
 Impact on disease 

progression

 Burden of Illness, 
 Health-related 

quality of life,
 Resource use 

Patient Preference

Epidemiology, 
natural history of disease

Real World Evidence

Diagnosis and 
treatment pathways

Risk management 
and effectiveness

Patient outcomes 
and cost of disease



What is a health outcome?
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A change in health status due to a health care intervention

Source:  ISPOR

Good 
outcome

No
change

Bad 
outcome

 Survival 

 BP at goal

 Reduction in pain

 Ability to walk a distance

 Satisfied with treatment

 Death

 High BP

 Uncontrolled pain

 Inability to walk a distance

 Dissatisfaction with treatment



Product 
timeline



Life cycle of a drug entails RWE generation in order to surpass the hurdles of regulatory 
approval, optimal pricing and reimbursement, and physician/patient uptake  

Phase I Phase II Phase III Phase IV

-6 years -4 years -3 years 0 years +0.5 years

Regulatory 
approval HCP 

prescription and 
patient uptake

HTA
Pricing and 
Reimbursement 
decision making

RWE generation by 
manufacturers
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 21st Century Cures Act

 Patient Focused Drug 
Development – FDA

 Understanding of the full Patient 
Experience and journey outside 
the clinic

 Adoption of digital therapeutics 
informed by Real World evidence 
to improve Outcomes 

There is increasing acceptance of the rationale for patient experience as RWE



The role of 
qualitative 
research in 
generating 
RWE



Where Real World Qualitative may happen within the product lifecycle

Leverage RWE 
insights into the 

disease

Maximize clinical 
trial success 
with better 

design

Strengthen 
market access

Drive the value 
narrative to 

payers

Drive physician 
and patient 
engagement

Launch
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Source: Amgen “Advancing the Use and Generation of RWE Across Drug Life Cycle for Patient-Centric Innovation” IMPAACT 2019

Early 
development

Trial design 
& execution

Regulatory 
submissions

Medical, value 
& access

Commercial



Conceptual model

16

Inflammatory bladder disease conceptual model

Theoretical model explaining disease 
causes, manifestations and impacts 

Helps identify where target endpoints may 
be in relation to the range of other 
symptoms and impacts associated with a 
condition

Source: Devlen J, Beusterien K, Yen L, Ahmed A, Cheifetz AS, 
Moss AC. The burden of inflammatory bowel disease:a patient-
reported qualitative analysis and development of a conceptual 
model. Inflamm Bowel Dis. 2014 Mar;20(3):545-52. 

Leverage RWE insights 
into the disease



Goal Approach Impact Activation

Patient Elicitation and Activation - engagement workshop preceded by immersion in participant stories and reviewed by KOLs

 To understand the 
patient journey & 
experiences of their 
illness

 To obtain patient 
perspectives on the 
design of a clinical trial 
protocol in that context

 Meet the patients – rapport 
building

 Immersing in individual stories 
– online platform

 Patient oriented trial design –
translate CT protocol into user 
friendly language and delivery

 Patient engagement, all day, 
online workshop

 Consistent facilitators and 
project team throughout

 Immersion of key 
stakeholders in patients’ 
experiences and opinions,  
patient-centric feedback 
into trial design 

 Contextualised against 
deep understanding of 
their lived experiences

 Patient expert outputs 
reviewed by specialist trialists 
who offer advice

 Evaluated through lens of 
accelerating enrolment, 
promoting inclusiveness, 
increasing adherence & 
optimising success of trail 
implementation 

Voice of the patient in Clinical Trial design

17

Maximize clinical trial 
success with better design



Where Real World Qualitative may happen 
within the product lifecycle

Leverage RWE 
insights into the 

disease

Maximize clinical 
trial success 
with better 

design

Strengthen 
market access

Drive the value 
narrative to 

payers

Drive physician 
and patient 
engagement

Launch

18

Source: Amgen “Advancing the Use and Generation of RWE Across Drug Life Cycle for Patient-Centric Innovation” IMPAACT 2019

Early 
development

Trial design 
& execution

Regulatory 
submissions

Medical, value 
& access

Commercial



Specific to disease and treatment 
in health world

Any report of the status of a patient’s 
health condition that comes directly from 
the patient without any interpretation of 
the patient’s response by a clinician or 
anyone else 

Patient Reported Outcomes



Source: Kelkar, A.A. et al. J Am Coll Cardiol HF. 2016; 4(3):165-75.

Patient-reported 
outcome

Experience of the patient Potential uses by the physician

Functional limitations

Impact on daily activities

Impact on emotional well-being

Impact on psychological health

Impact on social function

Determine baseline status

Clinical trial endpoints

Monitor therapy effectiveness

Assess change in status

Prognosis predictor
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Concept elicitation Item generation Cognitive debriefing Psychometric 
validation

Instrument development and validation steps

Qualitative research supporting content validity Supports construct 
validity and reliability

1 2 3 4

21
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Instruments like PROs measure patient experience; however, 
they do not capture the relative importance of different clinical 
endpoints or how the trade-offs between benefits and risks 
are valued by the patient.

Why preferences 
from regulatory 
perspective?

Quantitative evidence of patient preferences is a compelling 
addition to input from patient advocates 

Regulators have indicated that they may not be able to identify 
and assign the same value to benefits and risks as patients.

[1] Food and Drug Administration. Patient Preference Information – Voluntary Submission, Review in Premarket Approval Applications, Humanitarian Device Exemption Applications, and De 
Novo Requests, and Inclusion in Decision Summaries and Device Labeling. Draft Guidance for Industry, Food and Drug Administration Staff, and Other Stakeholders. Rockville, MD; 2015.
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Qualitative or Quantitative assessments of the relative desirability or acceptability to patients of specified 
alternatives or choices among outcomes or other attributes that differ among alternative health interventions

Can often be obtained using qualitative 
methods or simple quantitative methods

Use quantitative methods that provide 
weights – relative importance of attributes

What patients are willing to take to 
obtain or avoid a given attribute

FDA has developed Guidance focusing on submission of “Patient Preference Information” to 
support product approval

What matters?

How much it matters?

How much 
it matters & 

what tradeoffs are 
patients willing to 

make?



FDA emphasizes the value of qualitative data on preferences

24

Qualitative data on preferences 
can stand alone



Real world 
qualitative 
methodologies



In quantitative you answer questions

In qualitative you question answers

26



In RWE, our qualitative methodologies can be one of two types

1 2

Concept elicitation

An open ended, narrative style, one to one 
interview (in other words a good qualitative 
interview)

 Can be done by telephone, virtually (VDI or Bulletin 
Board) or in a more ethnographic setting

 Can involve different projective exercises to 
understand more System 1 (Behavioral Science) 
thinking

 Often done to inform quantitative surveys for studies 
such as Patient Preference Studies but can be stand 
alone for studies such as Patient Journey

Cognitive interview/debrief

A way of testing a quantitative survey that 
offers a detailed depiction of meanings and 
processes used by respondents to answer 
questions (interpretation and recall)

As such, the method offers insight that can 
enhance understanding of question validity and 
response error. Ultimately the goal is to reach 
‘universal understanding of the intent of the 
survey questions’

27
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Consensus-based standards for the selection of health measurement instruments (COSMIN) 

Content validity of patient reported outcomes measures (PROM) based on qualitative interview 
data 

Source: Terwee et al. 2018; 
https ://doi.org/10.1007/s1113 6-018-1829-0

Content Validity Checklist



Qualitative Research to Understand the Clinical Management Journey of Patients with 
Neurofibromatosis Type 1 with Plexiform Neurofibromas
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Current initiative focusing on NF1 P1 

Methodology

One-on-one semi-structured interviews 
with children with NF1 PN, parent CGs, 
treating physicians, and representatives of 
advocacy groups

• Discussion guide includes selected projective 
techniques to help respondents freely 
express their thoughts

• A thematic and content analysis of the data 
will be performed to identify key themes and 
perspectives around clinical management 
and treatment of patients with NF1 PN

Objectives

To characterize:

 The points of interaction, experience, 
and treatment decision making between 
patients/parent/CGs and healthcare 
professionals in the care of children with 
symptomatic and inoperable NF1 PN.

 Perceptions about treatment, including 
experience and expectations, in the care 
of children with symptomatic and 
inoperable NF1 PN.
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 People with diabetes and their 
caregivers and acquaintances want 
a simple and ready to use rescue 
device for a severe hypoglycemia
emergency 

 Having such a device would help 
individuals feel more prepared for a 
severe hypoglycemia emergency 

 Nasal glucagon may also lead to 
less hesitation and greater comfort 
socially compared to the autoinjector

31

 To understand perceptions about 
glucagon delivery and potential 
impacts of two glucagon delivery 
devices in development for severe 
hypoglycemia

 Capture the perspective of patients 
with diabetes, caregivers, and 
acquaintances

 One-on-one telephone interviews 
conducted using semi-structured 
discussion guide

 45 participants, adult patients with 
diabetes, caregivers of patients with 
diabetes & acquaintances of 
patients with diabetes Recruited via 
a general population panel in USA

 Key discussion topics around: 

 Aspirational features of a potential 
new glucagon delivery device,

 Perceptions of nasal glucagon (NG) 
and autoinjector glucagon (AI) 
(visuals of draft instructions for use 
for each were shown in random 
order – Figure 1)

Concept elicitation in diabetes to identify concepts and attributes which impact preferences 
for new device  

Objective Method Conclusions



What is 
unique about 
qual in RWE?



What’s unique about qual in RWE?
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IRB
Requires 
verbatim 

transcripts
Coding/rigor

Thematic 
analysis 

(bottom up vs. top-down)

Counts
Identify key questions 

to be asked of all



Why Nvivo?
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Qualitative data refers to pretty much any data 
that’s not numbers, fixed scales, complex 
statistics or mathematics. 

So, how do you bring rigor to analyzing words? 

There are many ways of doing analysis on qualitative data, 
such as grounded theory and discourse analysis, but in RWE 
we use Nvivo to do Thematic Analysis.

 Analyze transcripts of qualitative interviews using Nvivo to 
identify repeated patterns and construct themes

 We also identify whether qualitative data is 
spontaneous/unaided, versus prompted with interviewer 
questions

This kind of rigor is required for Publications in medical journals 
or posters at medical conferences which is another reason why 
RWE studies are done. 

Need rigor in analysis



Cannot replace analyst in rigorous qualitative analysis
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Attribute
Spontaneous Mentions of 

Importance
Prompted Mentions of 

Importance

Risk of serious side effect 
requiring hospitalization

2 10

Nausea 4 8

Diarrhea 6 4

Difficulty walking long distances 5 6

Joint pain 8 4

Feel anxious 7 3

Itchy skin 3 6

Fatigue 9 2

Painful rash 2 9



Example saturation grid: Influential factors in in changing behavior
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Improve appearance X X X X X X X

Help improve physical activity

ability to be active/ play
with child/ travel

X X X

diminish body pain X

strengthen heart

walk better X X

feel better/ comfortable X

Be around for family X X X X

Encouragement from others X X X X X X

Others/ spouse/friends to also participate 
in journey

X X X X X

Others' advice who took same measures 
and were successful

X

Lack of self-motivation/ willpower/staying 
motivated

X X X X X X X X X

Lack of impulse/self-control/ X X X X X X

Lack of fast results X X

Lack of effectiveness X X

Note: green highlights indicate when first mentioned



To go further than this and 
to truly help meet patients’ 
individual needs it is 
critical to understand how 
the condition impacts 
their lives… 



…and in understanding 
health, illness and 
treatment impact we need 
to focus on individuals as 
people, not as patients 
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NVivo enables the rigor needed to bring the patient 
voice to advance health care.

Qualitative research is critical in understanding the impact 
of disease and supporting new health interventions.  

W H Y

Qualitative inquiry and the unique role of are critical in in generating the 
evidence that matters.  

W H A T

H O W



Working 
together

If anyone is interested in independent coding 
opportunities, please reach out to us:

Kathleen Beusterien 
kathleen.beusterien@cernerenviza.com

and

Rebecca Nash
rebecca.nash@cernerenviza.com



NVivo Resources Links

Free Resources
• Getting Started with NVivo Videos

• Windows
• Mac

• NVivo eGuide
• Windows
• Mac

• On Demand Webinars 

NVivo Academy
• NVivo User Certification Course 
• Focused Learning Course – Coding 
• Virtual Training & Consultancy
• Certified Expert Course  



Customized Solutions

Literature 
Review Collect Data Transcribe Manage and  

Analyze Collaborate Write to 
Publish Enhance

Citavi NVivo Office 
Integration

NVivo 
Transcription

NVivo 
(desktop)

NVivo 
Collaboration Citavi Learning 

Journeys

The research Process

Collaboration Cloud

Collaboration Server

NVivo - Windows

NVivo - Mac

Pay As You Go

Subscription

Certification

Online Courses

Community

Desktop

Web

Desktop

Web

DB ServerDB Server

Learn more 
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NVivo Community – Connect With Fellow Researchers

• Research Method Webinar Recordings
• NVivo Podcast 
• Writing Institute Session Recordings

Share and Learn

• NVivo Research Networks
• NVivo Community Forum 

Connect

• Early Career Researcher Grant - 2024

Funding Opportunities

Join the NVivo Community
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