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MARGETUXIMAB 25 MG/ML
Concentrate for Solution for Infusion, I.V.
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MARGENZA is indicated, in combination with chemotherapy, for the treatment of adult patients

with metastatic HER2-positive breast cancer who have received two or more prior anti-HER2
regimens, at least one of which was for metastatic disease.

:N9NY |17V 7272 DI'NINAN D1I2TY DRYXA ITAYTINA

P17 AN - 0Ipn 1Awvw vTn
AFRPEY-P4 QN2 - 101N DIPNR 1AVY VTN
21N2 2N - VT'N N9oIN

6210.4 Immunogenicity
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5 : -The observed incidence of anti-dru
antibodies is highly dependent on the sensitivity and specificity of the assay. Differences in
assay methods preclude meaningful comparisons of the incidence of anti-drug antibodies in
the studies described below with the incidence of anti-drug antibodies in other studies,

including those of MARGENZA or of other margetuximab products.
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In patients who received MARGENZA in combination with chemotherapy in SOPHIA (up to
68 months) or the Infusion substudy (up to 42 months), the incidence of anti-margetuximab

antibodies was 2% (7/350). No patients developed treatment-emergent neutralizing
antibodies.

Given the low incidence of anti-margetuximab antibodies, the effect of anti-margetuximab

antibodies on the pharmacokinetics, pharmacodynamics, safety, and/or effectiveness of
margetuximab-cmkb is unknown.
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