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METHODS

Selection criteria: all symptoms mentioned by 
patient/in medical records, symptoms 
experienced by ≥10 % of patients in 
EMA/FDA/RCT documents

BACKGROUND

Selection of  specific patient-reported outcomes (PROs) for cancer patients requires careful consideration to 
the purpose and population at aim. Here we report the process of  choosing, which items to include in a 
bladder cancer population in chemo- or immunotherapy, based on the Patient-Reported Outcomes Version 
of  the Common Terminology Criteria of  Adverse Events (PRO-CTCAE).
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Medical Records 

Audit

Patient 

Interviews

Medical Authority 

Documents (SPCs) Literature (RCTs)

Prospective

PRO Collection

44 PRO-CTCAE symptoms

RESULTS

Focus Groups 

Interviews

15 PRO-CTCAE symptoms

Frequent 

urination 
Insomnia Itching Anxiety Constipation

Fatigue
Heart 

palpitations
Pain

Decreased 

appetite
Swelling

Nausea Chills
Shortness of  

breath
Vomiting Diarrhea

Selection criteria: Included in final selection if symptom mentioned 
in ≥3 of the following groupings: 1)most frequent symptoms during 
chemo- or immunotherapy, 2) in relation to hospital admissions, 
focus groups by specialist uro-oncological 3) nurses or 4) 
physicians. Also included if mentioned in 2 of the above groups 
and deemed actionable by clinicians.

CONCLUSIONS

The selection of  disease specific PROs in a bladder cancer 
population was feasible. The process revealed several steps of  
selection needed in order to reach a final module for clinical 
application. The final selected PRO-CTCAE symptoms can be 
used in the bladder cancer population and the process may be 
applied in other cancer populations


