Clinical Outcome Assessments (COA) Qualification Program
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Cancer Quality of Life Core Questionnaire Physical Functioning (EORTC
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Letter of Intent

Administrative Structure:
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Concept(s) of Interest (COI) for Meaningful Treatment Benefit:
A description of the meaningful aspect of patient experience that will represent the intended benefit of
treatment (e.g., presence/severity of symptoms, limitations in performance of daily activities).

The COA described in this LOI will be used to collect data to quantify the effects of treatment on
patient-reported physical functioning. The COA of interest is the EORTC QLQ-C30 PF scale.

Provide a conceptual framework for the COA(s)

The conceptual framework for the PF scale is shown in Figure 1.

Item-Level Concept Over-Arching Concept

Trouble doing
strenuous activities

Trouble taking a long
walk

Trouble taking a short Physical Functioning
walk

Need to stay in bed or
a chair

Need help with
eating, dressing,
washing or using the
toilet

Context of Use for COA Qualification:
Targeted study population including a definition of the disease and selection criteria for clinical trials
(e.g., baseline symptom severity, patient demographics, comorbidities, language/culture groups).

The target population of interest is cancer in adults (>18 years and older) - all tumor types, locations,
and stage of disease.
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Targeted study design and statistical analysis plan (includes the role of the planned COA in future
drug development clinical trials, including the planned set of primary and secondary endpoints with
hierarchy, if appropriate).

The targeted study design is in the context of phase 2 and 3 clinical trials. The EORTC QLQ-C30 PF
scale version 3 would be a primary or key secondary endpoint. The primary analysis of interest
would be the proportion of responders within treatment arm.

Applicable study settings for future clinical trials
e Geographic location with language/culture groups
o Other study setting specifics (e.g., inpatient versus outpatient)

The EORTC QLQ-C30 is translated in over 100 languages and is used in thousands of studies each

year world-wide. The applicable setting for future clinical trials will be multi-site, international
studies that are investigating a variety of cancer treatment modalities.

COA Type: PRO



