
Patient experience data are increasingly central 
to regulatory decision-making, particularly under 
the FDA’s Patient-Focused Drug Development 
(PFDD) initiative, which emphasizes the importance 
of collecting comprehensive and representative 
patient input.1

PFDD Guidance 4 highlights the role of qualitative 
methods, including interviews, in generating patient 
experience data to support benefit–risk assessment 
and labeling claims.1

Qualitative interviews embedded within clinical 
trials are a key approach, as they capture patient 
perspectives on treatment benefit, symptom 
experience, and burden within the context of 
controlled study environments.² 

The use of embedded qualitative interviews has 
increased in recent years, reflecting growing 
recognition of their value in clinical development 
and regulatory decision-making.²

However, publicly available literature provides 
limited detail on how these interviews are 
implemented, with variability in timing, sampling, 
and operational approaches that may affect 
interpretability and generalizability.
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Figure 1: Growth in Use of Embedded Qualitative Interviews (2016–2025)

A literature search was conducted using PubMed 
and Embase to identify studies published between 
2016 and 2025 that reported results from 
qualitative interviews conducted within clinical trials

Studies were included if they described 
qualitative interview components 
embedded within an interventional 
clinical trial

For each study, data were extracted on 
therapeutic area, trial phase, interview 
intent, timing within the trial, site selection 
approach, and language of interviews

Information on reporting practices, including 
whether qualitative interviews were  
pre-specified in ClinicalTrials.gov protocols, 
was also collected

Reported limitations and operational 
challenges were systematically reviewed 
and summarized using descriptive 
methods

METHODS

RESULTS
STUDY CHARACTERISTICS
•	A total of 32 studies were identified across 13 therapeutic areas, with the largest 

representation in oncology (n = 11) and hematology (n = 4)

•	17 studies were phase 3

•	27 studies included embedded clinical trial interviews conducted at selected sites

•	17 studies conducted interviews in the native language of the study country

•	The most common interview goals were treatment benefit and meaningful change

Therapeutic Area Trial Phase Qualitative Interview Goals* Site Selection Language

Autoimmune (n = 2) •	 Phase 3 (n = 1)
•	 Phase 2 (n = 1)

•	 Concept elicitation (n = 1)
•	 Meaningful change (n = 2)
•	 Treatment benefit (n = 1)
•	 Treatment expectation (n = 1) 

•	 Selected sites (n = 2) •	 Native language of 
each country (n = 1)

•	 English (n = 1)

Endocrinology (n = 2) •	 Phase 3 (n = 2) •	 Meaningful change (n = 2)
•	 Treatment benefit (n = 2)

•	 Selected sites (n = 2) •	 English (n = 2)

Genetic Disorders  
(n = 2)

•	 Phase 2/3 (n = 1)
•	 Phase 3 (n = 1)

•	 Clinical trial experience (n = 1)
•	 Concept elicitation (n = 1)
•	 Treatment benefit (n = 2)

•	 Selected sites (n = 1)
•	 All sites (n = 1)

•	 Native language of 
each country (n = 1)

•	 German (translated 
into English for 
analysis) (n = 1)

Hematology (n = 4) •	 Phase 3 (n = 3)
•	 Phase 3 (OLE)  

(n = 1)

•	 Meaningful change (n = 2)
•	 Treatment benefit (n = 4)
•	 Treatment expectation (n = 2)

•	 Selected sites (n = 3)
•	 All sites (n = 1)

•	 Native language of 
each country (n = 3)

•	 Not reported (n = 1)

Immunology (n = 1) •	 Phase 3 (n = 1) •	 Meaningful change (n = 1)
•	 Treatment benefit (n = 1)

•	 Selected sites (n = 1) •	 Native language of 
each country (n = 1)

Metabolic (n = 2) •	 Phase 1/2 (n = 1)
•	 Phase 3 (n = 1)

•	 Meaningful change (n = 2)
•	 Treatment benefit (n = 2)
•	 Treatment expectation

•	 Selected sites (n = 1)
•	 All sites (n = 1)

•	 English (n = 1)
•	 Not reported (n = 1)

Neurology (n = 2) •	 Phase 1 (n = 2) •	 Clinical trial experience (n = 1)
•	 Concept elicitation (n = 1)
•	 Treatment expectation (n = 2)

•	 Selected sites (n = 2) •	 English (n = 2)

Obesity (n = 1) •	 Phase 3 (n = 1) •	 Treatment benefit (n = 1) •	 Selected sites (n = 1) •	 English (n = 1)

Oncology (n = 11) •	 Phase 1/2 (n = 2)
•	 Phase 2 (n = 6)
•	 Phase 3 (n = 3)

•	 Clinical trial experience (n = 1)
•	 Concept elicitation (n = 2)
•	 Meaningful change (n = 2)
•	 Patient preference (n = 1)
•	 Treatment benefit (n = 9)
•	 Treatment expectation (n = 4)

•	 All sites (n = 2)
•	 Selected sites (n = 9)

•	 Native language of 
each country (n = 10)

•	 Not reported (n = 1)

Psychiatry (n = 2) •	 Phase 3 (n = 2) •	 Treatment benefit (n = 2) •	 Selected sites (n = 1)
•	 All sites (n = 1)

•	 English (n = 2)

Pulmonary (n = 1) •	 Phase 2 (n = 1) •	 Clinical trial experience (n = 1)
•	 Meaningful change (n = 1)
•	 Treatment benefit (n = 1)
•	 Treatment expectation (n = 1)

•	 Selected sites (n = 1) •	 Native language of 
each country (n = 1)

Sexual Health (n = 1) •	 Phase 3 (n = 1) •	 Treatment benefit (n = 1) •	 Selected sites (n = 1) •	 English (n = 2)

Women’s Health (n = 1) •	 Phase 3 (n = 1) •	 Concept elicitation (n = 1)
•	 Meaningful change (n = 1)
•	 Treatment benefit (n = 1)

•	 Selected sites (n = 1) •	 English (n = 1)

*Studies could include multiple qualitative interview goals; therefore, counts for interview goals may exceed the total 
number of studies.

THERAPEUTIC AREAS
Figure 2. Overview of Included Studies by Therapeutic Area and Trial Phase

•	Oncology (n = 11) had the widest spread 
across phases and included the highest 
number of phase 2 studies (n = 6), along  
with phase 1/2 (n = 2) and phase 3 (n = 3) 

•	A majority of hematology studies were 
phase 3 (n = 3), with 1 phase 3 OLE study 

•	Endocrinology (n = 2), immunology (n = 1), 
obesity (n = 1), psychiatry (n = 2), sexual 
health (n = 1), and women’s health (n = 1) 
were all phase 3 only

TRIAL INTERVIEW GOAL/OBJECTIVES
•	Treatment benefit was universally prioritized across therapeutic areas, appearing in nearly all 

studies and in high-volume TAs such as oncology (n = 9/11) and hematology (n = 4/4).

•	Meaningful change was frequently assessed in chronic and symptom-driven conditions, 
including autoimmune (n = 2/2), metabolic (n = 2/2), and hematology (n = 2/4).

•	Patient preference was infrequently assessed, observed only in oncology (n = 1/11).

EMBEDDED INTERVIEW LANGUAGE IN CLINICAL TRIALS
Figure 3. Distribution of Interview Language 
Across Studies 

•	Most studies conducted interviews in the native language 
of the study country (n = 17), followed by English (n = 11)

•	A smaller number of studies reported no language (n = 3) 
or used other approaches (n = 1)

Native language of 
each country 17

English 11

Not reported 3

Other (German, 
translated into English) 1

TRANSPARENCY OF QUALITATIVE INTERVIEW REPORTING

13 of the 32 studies (41%) of studies reported 
inclusion of qualitative interviews in ClinicalTrials.gov protocols, 
indicating limited transparency and pre-specification of 
qualitative components

KEY CHALLENGES
•	Common challenges included concerns about 

representativeness due to limited site participation and 
selective sampling approaches.

•	Recall bias was frequently noted, particularly in studies 
relying on exit interviews.

•	Maintenance of blinding was identified as a potential risk 
during interview conduct.

•	Generalizability of findings was limited by small sample sizes 
and variability in implementation across studies.

CONCLUSION
•	This study characterized how qualitative interviews are currently 

implemented within clinical trials, including their intent, timing, and 
operational approaches.

•	Findings indicate that embedded qualitative interviews are most 
commonly used to assess perceived treatment benefit, are typically 
conducted as exit interviews, and are often limited to a subset of trial 
sites.

•	Considerable variability in implementation and limited transparency in 
reporting were observed across studies, particularly with respect to 
protocol pre-specification and operational details.

•	These patterns highlight key methodological and practical 
challenges that may affect the representativeness, interpretability, 
and generalizability of findings derived from embedded qualitative 
interviews.

•	Improved standardization in reporting, including pre-specification in trial 
protocols, as well as clearer guidance on sampling and timing, would 
strengthen the interpretability of findings and support decision-making.
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