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(Patient-Reported Outcomes)

• Blinding is often difficult

• Data are often missing or incomplete

• Clinical significance of small changes unknown

• Few validated instruments
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Endpoints of benefit and endpoints of harm
BOTH contribute to Quality Assessment!

Opel-label design ALSO when masking is feasible…
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Primary end point (n = 114)

Patients who completed full

study treatment (n = 80)

All questionnaires (n = 126)

Worst case: imputation of 

sunitinib preference for study 

withdrawals (n = 166)
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Recent statement by the American Statistical Association about p-values<br />(Wasserstein & Lazar, Am Stat 2016;70:129-33)

Presented By Ian Tannock at 2019 ASCO Annual Meeting
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Rilevanza dell’effetto 
da rapportare alla 

M.I.D. specifica
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https://healthcaredelivery
.cancer.gov/pro-ctcae/pro-
ctcae_italian.pdf
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