
Change from Baseline in Symptoms, Functioning, and Overall HRQoL as Assessed by 
Patient-reported Outcomes Version of the Common Terminology Criteria for Adverse 
Events (PRO-CTCAE) 
Baseline up to 6 months 
The National Cancer Institute's (NCI’s) PRO-CTCAE is an item library of common adverse 
events experienced by people with cancer that are appropriate for self-reporting of 
treatment tolerability. Each symptom selected for inclusion can be rated by up to 3 
attributes characterizing the presence/frequency, severity, and/or interference of the 
AEs. It ranges from 0 to 4 with higher scores indicating higher frequency or greater 
severity/impact. 
 
Change from Baseline in Symptoms, Functioning, and Overall HRQoL as Assessed by 
EuroQol Five Dimension Questionnaire 5-Level (EQ-5D-5L) 
Baseline Up to 5 years 
The EQ-5D-5L is a generic measure of health status. The EQ-5D-5L is a 5-item 
questionnaire that assesses 5 domains including mobility, self-care, usual activities, 
pain/discomfort, and anxiety/depression plus a visual analog scale rating “health today” 
with anchors ranging from 0 (worst imaginable health state) to 100 (best imaginable 
health state). 
 
Change from Baseline in Symptoms, Functioning, and Overall HRQoL as Assessed by 
Patient Global Impression - Severity (PGI-S) 
Baseline Up to 5 years 
The PGIS contains 2 questions on how the participant would currently rate severity of 
symptoms and impacts with a 7-day recall period. The response options are presented 
as a 5-point verbal rating scale from 1=“none” to 5=”very severe.” 
 
PFS in Participants with High-risk Molecular Features 
Up to 5 years 
PFS in participants with high-risk molecular features will be reported. 
 
Depth of Response in Participants in High-risk Molecular Features 
Up to 5 years 
Depth of response in participants in high-risk molecular features will be reported. 
 


