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gEORTC Patient-reported outcomes
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Any outcomes based on data provided by patients or patient
proxy, collected via self-administered or interviewer-administered
guestionnaires

An umbrella term covering a range of concepts relevant to the
patient, e.g. symptoms, functional status, therapy satisfaction and
therapy adherence

Aim of PROs is gathering the patient perspective in addition to
clinical or physiologic assessment

Unidimensional versus multi-dimensional constructs



,E#ORTC Health-related Quality of Life

Refers to the content of a particular type of PRO data

A multi-dimensional concept capturing several domains of patient
functioningandwell-bei ng t hat are affected by

or treatment




OEORTC

Eu I'(')ﬁ'_)(;?dn Organization for Research
and Treatment of Cancer

PROs and HRQOL

PROS _<

-

Disease-related symptoms
Treatment-related symptoms

Physical functioning
Role functioning

Social functioning

Psychological well-being

Global health perception

Treatment satisfaction
Treatment adherence

Symptoms

!

Functioning

!

HRQOL

!

QOL

Source: Marquis et al., 2006



. {)

EQRIQ HRQOL assessment in oncology
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HRQOL measurement in oncology clinical trials (and everyday practice) has
gained credibility throughout the last decades:

Clinical trial

A To gain a comprehensive insight into the efficacy of anti-cancer drugs

———> supporting the regulatory review process of drug evaluation and
approval

Clinical setting

A To facilitate the information transfer from a patient to a clinician

———> supporting the efficiency of patient-clinician communication and
clinical decision-making



Example: EORTC QLQ-C30

The EORTC Quality of Life Department aims at developing and validating
guestionnaires to assess HRQOL of cancer patients

The QLQ-C30 is the EORTC core questionnaire for HRQOL.:

a copyrighted instrument used in international RCTs (81 translations)
a generic measure applicable to all cancer sites

supplemented by disease-specific modules e.g., breast, lung, prostate
5 functional scales; 3 symptom scales; global health / HRQOL scale
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