PCR204

== METHODS

®
I m plementatlon Of A literature search was conducted using PubMed Studies were included if they described For each study, data were extracted on Information on reporting practices, including Reported limitations and operational
~ - and Embase to identify studies published between qualitative interview components therapeutic area, trial phase, interview whether qualitative interviews were challenges were systematically reviewed
E m bed d ed Q U a I Itatlve 2016 and 2025 that reported results from ~ embedded within an interventional ~ intent, timing within the trial, site selection ~  pre-specified in ClinicalTrials.gov protocols,  and summarized using descriptive
qualitative interviews conducted within clinical trials  clinical trial ~ approach, and language of interviews ~ was also collected - methods

Interviews in Clinical
Trials: Insights from —— RESULTS
the Literatu re STUDY CHARACTERISTICS THERAPEUTIC AREAS

. A total of 32 studies were identified across 13 therapeutic areas, with the largest Figure 2. Overview of Included Studies by Therapeutic Area and Trial Phase

representation in oncology (n = 11) and hematology (n = 4)
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10 3 - 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)

« 27 studies included embedded clinical trial interviews conducted at selected sites
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17 studies conducted interviews in the native language of the study country

« The most common interview goals were treatment benefit and meaningful change
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- A majority of hematology studies were
phase 3 (n = 3), with 1 phase 3 OLE study
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The use of embedded qua“tatlve interviews has Neurology (n = 2) - Phase 1(n=2) o Clinical trial experience (n =1) - Selected sites (n = 2) - English (n = 2)
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« A smaller number of studies reported no lanquage (h =3 . Generalizability of findings was limited by small sample sizes
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+ Treatment benefit (n =1) implemented within clinical trials, including their intent, timing, and FDA, Food and Drug Administration; OLE, Open-Label Extension; PFDD,

Patient-Focused Drug Development; TA, Therapeutic Area.
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