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FDA requested additional information on the exposure-response model provided by
Cangene to support review of STN 125562/0. FDA inquired why the AUC values cited
in the (D) (4) report appeared to be orders of magnitude higher than those cited in other
PK summary documents in the BLA. Cangene and (B) (4) clarified that the units used
for the exposure-response model were expressed in U*h/L, as opposed to the mU*h/mL
and mU*day/mL units provided in other documents. FDA inquired whether the model
included time of antibiotic administration as a covariate and was informed that it did not.





