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Telecon Summary: Discuss PK Parameter Calculations
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Telecon Body:

This teleconference was requested by Dr. Iftekhar Mahmood to obtain information
regarding pharmacokinetic (PK) data analysis as well as the dose used in the estimation
of PK parameters.

FDA asked about the PK dose used in the PK study. Bioclon responded that 1 vial of
1.86 % was used. 1.86% = 81.8 mg. However, this dose was not used in the estimation
of PK parameters and the sponsor could not respond about the exact dose used in the PK
analysis submitted to the BLA.



FDA requested that Bioclon recalculate the PK parameters based on 81.86 mg dose. The
parameters the sponsor needs to calculate are clearance, volume of distribution at steady

state and volume of distribution of the central compartment.

Bioclon agreed to provide this data immediately to the application today.



