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Classic RCTs are challenging
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Figure 1 Informed consent - key messages from the patient's perspective,




Classic RCTs In Intervention Oncology
face additional challenges
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Challengesof TwiCsin the hospital setting

1. Ethics- Staged Informed Consent
2. Infrastructure to d.earnfrom every patient0

3. Sequential vs. batch recruitment in dynamic cohort

Random selection of some Random selection of some
eligible patients (nA) eligible patients (nB)
and outcomes compared and outcomes compared
with those receiving with those receiving
usual care (NA—nA) usual care (NB—nB)

I Eligible patients identified (NB)
Eligible patients identified (NA)

Large observational cohort (N} /
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Regular outcome measurement

Relton 2010 BMJ
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dnform patients clearly of what it meansto be
allocatedtoaTwiCsc ont r ol ar m. O

A Servingas control without knowing it

A Being (temporarily) ineligible for other TwiCs/
intervention studies (without knowing it)

* Central Committee on Research involving Human Subjects %



Staged-informed consent model for cmRCT

Before participation in cmRCT

I
‘ Informed consent for data

collection

I
Patients cannot participate in
the study

Broad consent for randomization:

- to be randomly selected for an
experimental intervention
- to serve as control without
being re-contacted
I

STAGE 2
Randomization of those eligible
to receive an experimental
intervention

Patients can participate in the
cohort, but cannot participate in
RCTs within the cohort

Those randomly selected are Those not randomly selected
asked informed consent to serve as controls (and are not
undergo an experimental further informed that they have
intervention been randomized)

Aggregate disclosure of RCTs performed within the cohort™

“Dynamic informed consent model which enables participants to change their previous' yes or no’ preference at any moment in time
"Only provided to those who opted-in for aggregrate disclosure (asked in stage 1).




