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EXECUTIVE SUMMARY

This original Biologics License Application (BLA) submission is for Immune Globulin
Subcutaneous (Human), 20% (IGSC 20%; (b) (4)) for the treatment of primary humoral
immunodeficiency (PI). The new IGSC 20% manufacturing process is based on the
currently licensed process used for Immune Globulin Injection (Human), IGIV 10%,
Caprylate/Chromatography Purified (Gamunex-C) but includes an additional

(b) (4) step to increase the protein concentration to 20%. The (b) (4) for
IGSC 20% includes the addition of polysorbate 80 for enhanced stability of the final drug
product over shelf-life.

The applicant did not submit clinical efficacy studies in support of this BLA. The clinical
support is provided by the Clinical Study Report (CSR) of GT11502, a prospective, multi-
center, open-label, cross-over, 6-month pharmacokinetic (PK), safety and tolerability
study of IGSC 20% compared with Immune Globulin Injection 10% (IGIV 10%) in
subjects with P1.

Study GTI1502 includes a 4 or 5 week 1V phase (used as a reference stage) in which
IGIV 10% was administered, and a 24 week SC phase in which IGSC 20% was
administered. Both primary and secondary study endpoints in GT11502 are PK variables.
There were 61 subjects screened from 20 study centers in US and Canada and 53 subjects
were enrolled, including 38 adult subjects and 15 pediatric subjects (age 2 to 16 years). A
total of 50 subjects in the IV phase and 41 subjects in the SC phase had sufficient serum
concentration of 1gG versus time profiles for assessment of steady state PK parameters.
PK analysis was performed using all available and valid total 1gG concentration data
from these subjects. | defer to the PK reviewer to verify the PK analysis results submitted
by the applicant for GT11502. The overall safety profile of IGSC 20% is similar to that of
IGIV 10%. No major safety concerns were observed in this study.





