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STATISTICAL ANALYSIS PLAN

AMENDMENT 1
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Reason of the amendment
This statistical analysis plan (SAP) amendment details the Efficacy Evaluable Population in the 
case of subjects do not have a post-baseline response assessment before death. 

Efficacy Evaluable Population

Per SAP version 1.0, section 4.2.2, the Efficacy Evaluable Population is defined as follow:

Efficacy Evaluable (EE) Population (for the dose-finding, dose-confirmation, and
dose-expansion part) is defined as all subjects who complete at least 1 cycle of their assigned 
treatment, have baseline, and at least 1 post-baseline tumor response assessment. Subjects will 
be analyzed according to their initial treatment arm and dose level allocation.

Changed to 

Efficacy Evaluable (EE) Population (for the dose-finding, dose-confirmation, and 
dose-expansion part) is defined as all subjects who complete at least 1 cycle of their assigned 
treatment, have baseline, and at least 1 post-baseline tumor response assessment. 
A subject who died before Cycle 4 Day 1 (i.e. before the first IWG or IWCLL response 
assessment scheduled per protocol) and without having done any unscheduled post-baseline 
IWG or IWCLL response assessment will be included in the Efficacy Evaluable Population.
Subjects will be analyzed according to their initial treatment arm and dose level allocation.

Rational:

The first efficacy assessment is performed at Cycle 4 Day 1, any subject who died before and 
without having done any unscheduled post-baseline IWG or IWCLL response assessment cannot 
have a post baseline assessment and should not be excluded from the Efficacy Evaluable 
Population for that criterion.
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