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• Evaluation (new) treatments and care protocols traditionally
focused on objective outcomes (e.g. disease-free and overall 
survival, response rate, adverse events) or centered around
provider’s perspective (e.g. number of complications)

• Assessment of patient perspective can provide important 
additional information to assess the benefits and risks of cancer 
treatments



Health care professionals and researchers increasingly be aware of 
how patient perspective may differ from theirs



Patient-reported outcomes (PROs)

“Refer to a host of outcomes coming directly from patients 
about how they feel or function in relation to a health 
condition and its therapy without interpretation by 
healthcare professionals or anyone else”1

- Symptoms (e.g. pain, fatigue)
- Perception of daily functioning (e.g. physically, socially)
- Satisfaction with care
- Health-related quality of life

1 U.S. Department of Health and Human Services, Food and Drug Administration. Guidance for industry: Patient-
reported outcomes measures: Use in medical product development to support labeling claims.



Why is it important to measure PROs
in daily clinical practice?
• The use of PROs in clinical practice improves patient-provider 

communication and can also improve problem detection, 
management, and outcomes1,2

• Several recent studies have even demonstrated improved 
survival with PRO monitoring2

1 Berry DL et al. Enhancing patient provider communication with the Electronic Self-Report Assessment for Cancer: a randomized trial. J Clin Oncol. 
2011;29:1029-1035; 2 Basch E et al. Symptom monitoring with patient-reported outcomes during routine cancer treatment: a randomized controlled trial. J Clin
Oncol. 2016;34:557-565.



Why is it important to measure PROs
in clinical studies
• Many sarcoma patients experience a substantial treatment burden of 

physical and psychosocial symptoms, with an adverse impact on HRQoL.

• Integration of HRQoL with traditional measures of therapeutic response 

will provide a more comprehensive assessment of efficacy and toxicity of 
(novel) therapies for sarcoma patients: net clinical benefit



Health-related quality of life (HRQoL)

The impact of disease and treatment on domains of 
physical, psychological, and social functioning

1. Wilson IB., Cleary PD. Linking clinical variables with health-related quality of life. A conceptual model of patient outcomes. JAMA. 1995;273:59–65.; 2.Kluetz et al. 
Focusing on Core Patient-Reported Outcomes in Cancer Clinical Trials: Symptomatic Adverse Events, Physical Function, and Disease-Related Symptoms. Clinical 
Cancer Research, 2016.



Reviewing HRQOL in sarcoma patients 
is ‘hot’ in psychosocial research



…….But in clinical research HRQoL is 
NOT “HOT” ENOUGH YET



THIS NEEDS TO 
CHANGE



How to assess HRQoL?

• One of the biggest challenges in sarcoma is how to assess
HRQoL in this heterogeneous patient group.

• Previous studies all used generic HRQoL instruments (e.g. 
EORTC QLQ-C30; SF36, FACT-G).









Module development process – co-creation with patients

• Phase 1: Generation of HRQoL issues

Compiling an exhaustive list of relevant HRQoL issues based on three sources: 
literature, patients and health care professionals

• Phase 2: Construction of the item list
Issues is converted into questions with the format and time frame compatible
with the EORTC QLQ-C30

• Phase 3: Pre-testing
Identify and solve potential problems in its administration (e.g., the phrasing of 

questions, the sequence of questions) and identify missing or redundant issues.

• Phase 4: Field-testing

Determine its acceptability, reliability, validity, responsiveness and cross-cultural 
applicability



Sarcoma-specific HRQoL?

sarcoma

0 Results



Sarcoma - Heterogeneity
Localizations:

-Head and neck

-Thorax
-Retroperitoneal / 
intra-abdominal
-Gynaecological
-Upper and lower
extremities

Subtypes:

Ages:

Stages: Treatments:

What is the optimal measurement 
strategy for HRQoL among sarcoma 

patients?



Ongoing EORTC QLG-STBSG project

• Phase 1: Generation of HRQoL issues

• Phase 2: Construction of the item list

• Phase 3: Pre-testing

• Phase 4: Field-testing



Workplan(1)
Compile an exhaustive list of QoL issues relevant to sarcoma patients:

Phase 1 - Part A:

+ +  

• Issues

• Used questionnaires
Experiences
Review questionnaire

Experiences
Review questionnaires



Workplan(2)
Phase 1 - Part B: 475 patients rate issue list on relevance and importance; 

indicate relevant issues missing from this list.



Results literature review

3966

articles

206 articles
reported
relevant 
issues

274 
different 

QoL issues



Physical

PsychologicalSocial

• Distress
• Depression
• Anxiety
• Guilt
• Cognitive functioning

• Family functioning
• Financial concerns
• Career

• Fatigue
• Pain
• Body image
• Fear of falling

• Role limitations
• Social activity
limitations
•Sexuality & Fertility

• Feelings of isolation

• Role limitations due to 
physical problems
• Mobility problems

• Decreased physical functioning
• Problems with eating
• Treatment side-effects



Retroperitoneal sarcoma: 2 articles

Surgery Preoperative radiation + surgery

Sensory disorders of thigh, groin Diarrhea during radiation therapy

Impaired motor function Decreased social functioning during radiation

Need for crutches, falling

Change in bowel habits

Change in urinary habits

Change in sexual function

Callegaro et al. 2015, Wong et al. 2017



Extremity sarcoma: > 50% of articles



Interviews: 26 sites in 12 countries



Recruitment phase 1a

+ 39 health care professionals from 9 countries

0

20

40

60

80

100

120

140

160

180

may-19 june-19 july-19 aug-19 sep-19 oct-19 nov-19 dec-19 jan-20 feb-20 mar-20

recruited planned recruitment



Phase 1b: 29 sites in 14 countries



Expected results

Research 
questions / clinical 

trial needs

Existing module –
missing items?

Item list to 
complement the 

module



Questions or ideas?

Please contact us!

o.husson@nki.nl 
D.denHollander@radboudumc.nl


