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Outline 

1. Outcome measures (who, what, when, or….) 
a. When? 
b. Who? 
c. What? 
d. How? 

 
2. Considerations 

 
3. Existing initiatives 
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WHEN? 

Short-
term 

Medium-
term 

Long-
term 
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WHO? 

• In population of interest with regard to: 
 - Geography 
 - Age 
 - Ethnicity  
 - Disease 
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Patient-reported  
vs. clinically assessed?  



WHAT? 

• Validated instruments 
 

• Thorough assessment vs. patient burden 
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WHO, WHAT, WHEN?  -  Patient-Reported Quality of Life 
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General health 
& well-being 

Physical 
Psychological 

Social 

Symptoms/ 
side effects 

Fitness 
Strength 
Mobility 
Energy 
Fatigue 
Weight 

Pain 
Nausea 
Vomiting 
Weight loss 

Emotional 
Anxiety/stress 
Depression 
Sleep/insomnia 
Self-esteem 

Relationships 
Work 



WHO, WHAT, WHEN?  - Clinically-Reported Outcomes 
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Symptoms/ 
side effects 

Physical 

Disease 
markers 

Return to 
normal life 

Psychological Body composition 

Lymphedema  
Toxicity 
Bone mineral density 

Depression 
Cognitive function 

Changes in biomarkers 
Surrogate endpoints 

Adverse events 



Disease 
Markers Survival Mortality 

WHEN & WHAT? - Long-Term Outcome Measures 
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Chemical progression 
Cancer progression 
Recurrence 
Disease spread/mets 
New primary at site 
New primary at other 

Disease-free survival 
Comorbidities 
Time-defined i.e. 1yr, 5yr 

Site-specific 
Cancer-specific 
All-cause  



WHEN & WHAT? - Long-Term Outcome Measures 
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Costs Benefits 



HOW? 
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General QoL CARES-SF Cancer Rehabilitation Evaluation System-Short Form 
EORTC-QOL-30 European Organization for Research & Treatment of Cancer, QoL 
EQ5D Euro QoL 5D 
FACT Functional Assessment of Cancer Therapy 
QLACS Quality of Life in Adult Cancer Survivors 

Physical  BFI Brief Fatigue Inventory 
FSI Fatigue Symptom Inventory 
FACIT-Fatigue Functional Assessment of Chronic Illness Therapy- Fatigue 
MOS SPSI Medical Outcomes Study Sexual Problems Survey Instrument 

Symptoms BPI Brief Pain Inventory 
MPQ McGill Pain Questionnaire 

Anxiety HADS Hospital Anxiety & Depression Scale 
STAI State-Trait Anxiety Inventory 

Depression BDI Beck Depression Inventory 
CES-D Center for Epidemiologic Studies-Depression 10 
POMS-SF Anxiety Depression & Fatigue subscales-Profile of Mood State-Short Form 

Self-esteem BIQ Body Image Questionnaire 
Social SDI Social Difficulties Inventory 



Considerations 

• Ensure all stakeholders involved in defining outcomes 
• Completeness of outcome ascertainment 
• Subjectivity in self-reported outcomes 
• Heterogeneity by: 
 - Disease stage & grade 
 - Treatment received 
 - Cancer subtypes 
• Heterogeneity across studies in outcome definitions 

 - Definitions of recurrence –death/ second cancers? 
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Core Outcome Measures in Effectiveness Trials 
 

www.comet-initiative.org 
 

An agreed standardised set of outcomes that 
should be measured and reported, as a minimum, 
in all clinical trials in areas of health or health care.   



• Raise awareness of problems with outcomes in trials 
• Encourage COS development and uptake 
• Promote patient/public involvement in COS development  
• Provide resources to facilitate this 
• Avoid unnecessary duplication of effort 
• Encourage evidence-based COS development 
• Major reduction in selective reporting 
• Increases consistency across trials to maximise potential to 

contribute to systematic review 
 
 
 

COS = core outcome sets 





Search: 
• Obesity 
• COS for clinical trials 
• COS for patient-reported 

outcomes  
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KEY MESSAGES for  Outcome Measures 

1. Need to decide Who, What, When and How 
 

2. Input from all stakeholders 
 

3. Consider sources of heterogeneity 
 

4. Use existing initiatives such as COMET to ensure robust, standardised 
outcomes 
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