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PROs versus CTCAE

 
 
営利目的でのご利用はご遠慮ください

 
 

ICR臨床研究入門



PROs versus CTCAE

Asymptomatic; clinical or diagnostic observations only; symptoms 
relieved by lubricants
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Mapping EORTC Quality of life 
group (QLG) Item library to CTCAE
• 950 items in EORTC QLG Item library (e.g. generic, disease specific)
• e.g. Did you have diarrhoea?

• 838 adverse events in CTCAE  
• e.g. Diarrhoea

• Extensive coverage of adverse events: 625 items (65.7%) mapped onto an 
adverse event, covering 207 different adverse event items

• 320 items covering issues not covered by CTCAE – e.g. body image, QOL, 
impact on activities of daily living

• Standardised framework between two commonly used systems in clinical 
trials 
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Lawrance et al,  J PROs, 2020

Estimands Framework for PROs in Clinical trials
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