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Trials started before pandemic: designed to inform clinical practice in a world without pandemic.

Pandemic will eventually end.
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Oncology trials: any discontinuation ⇒ treatment policy, because difficult to exclude relatedness to disease

and/or treatment.

Unrelated discontinuation:

Patients’ or physicians’ decision.

Unable to travel.

Avoid hospital.

Data after discontinuation:

Start of new anticancer therapy: event in many settings.

Unlikely to reflect patient’s journey in world without COVID-19 pandemic.

Hypothetical strategy.
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COVID-19 death competing risk? Meyer et al. (2020): patients not at risk for that cause from

randomization on.

Estimation of hypothetical estimand: often not obvious, but feasible.

Estimating effect in patients infected by COVID-19 vs. patients not infected by COVID-19:

Infection = ICE ⇒ simple subsetting breaks randomization ⇒ validity of causal statements unclear.

Estimate via principal stratification.
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Nothing relating to estimand and estimation necessarily needs to change!
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Hypothetical strategy: reasonable for events caused by healthcare system disruption.

Principal stratification: potentially valuable to assess treatment effect in patients who would not experience

severe complications of COVID-19 infections.
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Industry working group on estimands in oncology:

Founded February 2018.

European special interest group “Estimands in oncology”, sponsored by PSI and EFSPI.

ASA scientific working group of ASA biopharmaceutical section.

38 members representing 22 companies.

Regularly interacts with 7 health authorities.

www.oncoestimand.org

www.oncoestimand.org


Thank you for your attention.

kaspar.rufibach@roche.com

http://www.kasparrufibach.ch
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