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Background

Ocrelizumab (OCR) is an anti-CD20 monoclonal antibody
approved for treatment of relapsing (RMS) and primary
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During the phase III trials for OCR, a small proportion of patients
developed low IgG (1.5% in OPERA I & II and 1.1% in
ORATORIO) after 2-3 years of OCR treatment, but this was not
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Infection Rate B was 132.7 cases per
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Patients were monitored for infections and serious Norm_al Normal 19G *5-year combined ocrelizumab clinical trial population had an infection rate of 76.2 per 100PY.°
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We calculated two infection rates for the purpose of | | * There was a persistent decline in IgG levels throughout the course of treatment in patients completing
identifying the risk of infection after the development I 1 = - up to 17 cycles of OCR.
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of low IgG. Infection Rate A in patients with normal Bassline 1gG at Cycle * 7% of patients that had normal IgG at baseline developed hypogammaglobulinemia over the course of

IgG values (and prior to the development of the first
low IgG value); Infection Rate B in patients following
any low IgG value (Figure 1).
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their treatment with OCR.

Patients had an increased rate of infections after the development of hypogammaglobulinemia.
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