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SUMMARY
Polatuzumab team was interested in the percentage of patients with diffuse large B-Cell 
lymphoma (DLBCL) with hepatic impairment to assess the need of a dedicated study. Flatiron 
database  was leveraged: < 6% DLBCL patients had moderate or severe hepatic impairment. 
The exclusion criteria for polatuzumab studies would exclude <9% of DLBCL patients if applied 
to the Flatiron RWD population. This indicates that polatuzumab study population covers most 
of Flatiron RWD and a dedicated study would be of limited added value. Polatuzumab drug 
development has thus been accelerated. 

IMPACT
Flatiron RWD was leveraged to compare with pivotal study population

A dedicated study in moderate or severe hepatic impairment was waived

Polatuzumab has been approved
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Polatuzumab pivotal study population and Flatiron patient population have similar proportion of patients with Moderate/Severe hepatic 
impairment (<6%). A dedicated study in this population would be difficult to conduct and could therefore be waived.


