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Intercurrent Events

Frequently observed intercurrent events in early oncology trials include

• Treatment discontinuation due to AE

• Subsequent anti-cancer therapy

• Clinical progression

• Death

• Treatment adherence

• Surgery as intercurrent event

• Occurrence of neutralizing ADAs

• Withdrawal from the study

• Concomitant medications and supportive care

Pre-specification may be challenging
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Monoclonal antibody targeting an 

immune checkpoint molecule: 

anticancer immune response that will 

then persist beyond the duration of 

therapy.

Clinical development interest:

What is the probability of treatment 

success in the current treatment period 

and line of therapy, with the 

understanding that the treatment may 

be discontinued early?

Individualized cancer vaccine:

induce long-lasting immunologic effects 

that may synergize with subsequent 

lines of therapy

Clinical development interest:

What is the probability of treatment 

success when the current treatment is 

seen in the broad context of the 

intended treatment paradigm and 

where treatment effects after initiation 

of another treatment are of relevance?
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