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Able to read and
speak English

Willing and able to participate in a 60-minute telephone
or online interview

Diagnosed with SCLC by their
doctor (self-report)

18 years

or older

Figure 2. Study methods

Conceptual model development

Coding and analysis

Qualitative concept elicitation interviews

Concepts (codes) were grouped based on FDA guidance on core disease-related
symptoms and physical and role functioning concepts to measure as PROs
in oncology trials*

Team-based coding and
conceptual and thematic
analysis using ATLAS.ti’

Saturation analysis conducted Other QoL concepts excluded, due to focus on clinical treatment benefit

to confirm the appropriate Treatment experience concepts excluded, due to treatment variation across study
sample size** sample

Institutional Review Board approval
Purposive sample of participants in the US

Semi-structured interview guide, using a primarily inductive approach?3*
One-on-one interviews by telephone or online
Audio recordings transcribed and de-identified
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*Patients were first asked to describe SCLC symptoms and impacts on daily life at length and in their own words. Following this, a deductive approach was used to ask patients if they had experienced other major symptoms or impacts identified in lung cancer literature

**Saturation was evaluated at the subdomain level by ordering interviews chronologically, then grouping interviews into one group of six transcripts and an additional four groups of five transcripts. Concepts emerging from the second group were compared with the concepts that emerged in the first group. The comparison was repeated for each
additional group until minimal or no new information emerged

CONCLUSIONS

m In this study, we addressed a gap in the literature by Participants reported a breadth of symptoms and

specifically interviewing patients with SCLC, instead of impacts of SCLC that affect their quality of life (QolL)

lili RESULTS

e Conceptual saturation was
achieved in the fourth group of
transcripts assessed

lung cancer more broadly, and creating a conceptual
model of the SCLC patient experience focused on clinical

treatment benefit m The conceptual model created for this study can be

used to support the selection of questionnaires and
m To our knowledge, this is the first qualitative study of PP q

Table 1. Participant demographic information Figure 3. Conceptual model of clinical treatment benefit in SCLC

Age (years)
Mean (standard deviation)

Disease-related symptoms

. . . . items for an SCLC-bespoke patient-reported outcome
the lung cancer patient experience in which the sample 61.32 (11.50)

PRO) instrument that is alighed with current FDA : o .
was comprised only of patients with SCLC ( . ) : ] 9 e The conceptual model reflects o Systemic Organ-specific Physical
guidance on core disease-related symptoms and | | = Sex n (%) svmbtoms cvmbtoms functionin

physical and role functioning concepts to measure as the following concepts identified Female 19 (73.1%) ymp ymp 9

PROs in oncology trials* in this study: Ethnicity n (%) : L .
Non-Hispanic/Non-Latino 21 (80.8%) Appetite loss Cough Symptogzii\lllilz?let;ng daily
- Disease-related symptoms, Race n (%) Dizziness Coughing up blood

including symptoms that Black/African American 4 (15.4%) : . Reduced mobility/
INTRODUCTION OBJECTIVES affect the lungs Native Hawalian/Pacific Islander H(3.8%) rain PErsistent cough walking
o White/Caucasian 17 (65.4%) s o oy
4 _ _ (organ-specific symptoms) Education level n (%) Pain limiting activities Phiegm Unable to get out of bed
SCLC represents nearly 15% of all lung cancers. SCLC occurs primarily in smokers and is a This study aimed to and symptoms that aﬂ:e?t High school graduate/GED equivalent 6 (23.1%) Fatigue Hoarseness Endurance
more aggressive type of lung cancer! identifv symptoms the whole body (systemic College 4 (15.4%) | _
y symp symptoms) Associate degree 3 (11.5%) Tiredness Che:t PIZm/ar':n or Strength
- Bachelor’s degree 5 (19.2%) . snouidaer pain
PROs are important tools in clinical management and drug development as diseases and and impacts _ Impacts of SCLC on daily life post-graduate degree 4 (15.4%) Feeling weak | Bending over
treatments may impact patients’ lives in ways that are only known by the patients important to patients - cluding physical or ' Trade/tachnical certification 1 (3.8%) Needing to sit/lie down Chest tightness |
ith SCLC in th Heing p y Other 1 (3.8%) Chest pain Squatting
While PRO questionnaires exist for lung cancer, none of these are SCLC-specific Wi n € rolde-:unct:zonlggl Con(.:epts ‘ Employment status n (%) Lack of energy Arm/should . Balance
- din WO Standaione impacts Full ti 3(11.5% rm/snoulder pain
United States (US) (difficulty sleeping at nli3 ht tomemaker 6 223 1%; Thinking clearly/ p Role functioning
To inform PRO assessments in clinical trials of patients with SCLC and under the FDA and to dEVElOp 3 _ Y PING ] 9 etired 3 (30.80/) concentration Difficulty breathing
patient-focused drug development guidance, it is vital to understand SCLC symptoms and and weight loss) (Figure 3) Sicabled : (23'10/0) problems due to Sifculty breath Stopping or limiting
- - - - L . ifficu reathin _
the impacts of SCLC on QoL from the perspective of patients with SCLC? Conceptual model Not employed 1 (3.8%) mental tiredness (in gyeneral) 9 work or hobbies
| | | | - that describes their Treatments received . | Impact on sleep
However, the patient experience of SCLC is not well documented in qualitative lung cancer ) ) Surgery 3(11.5%) Difficulty breathing
Iiteraturel,l Wi,lclhl most studies reflecting the |;n9“cancer experience more broadly or the experience, with a Radiation 10 (38.5%) (at rest) Difficulty sleeping at
non-small cell lung cancer experience specifically Immunotherapy 2 (7.7%) o | .
focus on COnceptS Intralesional chemotherapy 4 (15.4%) Difficulty brea_\thlng night
It is important to fill this gap in the literature by collecting information directly from that relate to clinical g’t';temic NSO 2 149((1753:;/")) (upon exertion)
er 4%

atients with SCLC on the symptoms and daily life impacts they experience -
P yimp Y P Y EXP treatment benefit
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