*MabThera and Use of In-Line Filters*

This response corresponds to your request for information on use of in-line filters with MabThera®
(rituximab).

Adminstration requirement

There is no requirement to use an in-line filter during Mabthera adminstration.* Use of an in-line filter is
optional.

Use of in-line filter in in-use stability studies

Use of a 0.2 ym in-line filter was assessed in internal in-use stability studies.2 MabThera IV solution
diluted to concentrations between 0.5 mg/mL and 4 mg/mL remained stable with or without the use an of
in-line filter. MabThera met the USP specifications for particulates for single dose, large volume infusion
without the use of an in-line filter.

Use of in-line filter from published literature

Two studies in the literature report the use of a 0.22 ym in-line filter to administer MabThera infusions
diluted to a maximum concentration of 1 mg/mL.34 Study results suggest that the use of an in-line filter
would not anticipate any issues.

Yamanouchi et al. evaluated the drug adsorption of pediatric doses of rituximab with 0.2 um endotoxin-
retentive in-line filter use.> Study results showed the usefulness of one point masuresurement method of
pediatric dose and UV spectrophotometry for filterability test of in-line filters.
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