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®* The investigators reported IRRs as systemic IRRs or local-site IRRs — In the fourth patient, the event was reported as a serious AE, and the drug was interrupted due Post-marketing surveillance data

— Systemic IRRs: IRRs that occurred within 24 hours after the injection (i.e., time to onset of to IRR. The symptoms (myalgia, fever, hypertension and chills) reported 10 hours after injection Table 2. Incidence of symptoms (at least 2% in the overall group) related to local-site IRRs * With an estimated exposure of 4,713 patient-years, there were no medically confirmed fatal or
reaction <24 hours) were assumed to be injection-related and the PT used is “injection-related were resolved with symptomatic treatment life-threatening IRRs identified
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Ofatumumab, a fully human anti-CD20 monoclonal antibody with a 20 mg subcutaneous monthly
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el q 1 1ol t’ 41 RMS oafients? P y LocaI-S|t_e .IRRs. IRRs that could be_ re‘_pc_>rte_d W|thout any tlm’e limit from the time the injection ®* Four patients _(0.6 %0) With sysftemlc IRRS discontinued the treatment n the newl_y-S\_Nltched group; Any symptoms 233 (11.8) 175 (13.5) 58 (8.6) — 7 patients were hospitalized, of which, 3 patients continued on therapy and action taken was
profiie and was generally well tolerated In patents was administered, and the PT used is ‘injection-site reactions these were mild to moderate in severity and resolved without concomitant medication/non-drug unknown in 4 cases
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injection sequence numbers (0 to 10) and cumulatively for all injections Symptoms associated with systemic IRRs Pain 76 (3.9) 54 (4.2) 22 (3.2) hospitalization, who continued on therapy

with subsequent injections grading, and categorized as: mild (Grade 1), moderate (Grade 2), severe (Grade 3), and life
— Most IRRs were of mild-to-moderate in severity and nonserious in nature threatening (Grade 4)

The most common (=5%) systemic IRR symptoms observed during all injections across all groups Other. site 67 (3.4) 56 (4.3) 11 (1.6) ®* The most frequently reported events in these 8 cases included pyrexia (n=7), chills (n=3),
include fever, headache, chills, other systemic reactions and fatigue (Table 1) ’ | | ' vomiting (n=2), asthenia (n=2), and fatigue (n=2); patient may experience more than one event
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POSE-MArKeling survetiance ° Incidence o S Dy premedication category was also assesse Use of premedication e Systemic and local-site IRRs reported upon first injection with ofatumumab in the core clinical trials
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’ ’ ® Asearch was conducted in the Novartis safety database for possible systemic IRRs (expected with subsequent injections (second injection, 28.3%; third injection, 23.8%) (Figure 4) mild to moderate in severity and nonserious in nature
Obj e Ctive adverse reaction; the medical review will focus on all fatal, all life-threatening, and only medically Any Symptoms 487 (24.7) 332 (25.7) 155 (22.9)  |IRRs were predominantly reported with first injection, and the incidence decreased with subsequent

Figure 4. Percentage of patients taking premedication
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. . . . . _  No life-threatening/hypersensitivity reactions leading to treatment discontinuation were observed
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administered at the discretion of the investigator, 30 to 60 minutes prior to the injection of the Grade 3 IRRs were observed in four patients. Of these, 3 patients (0.2%) reported IRR after the first i) . | | | | < - Copyright © 2022 Novartis Pharma AG. All rights reserved.
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Clinical Trials: — In the third patient, the event was not assessed as a serious AE (as per investigator). The Symptoms associated wlth local-site IRRs | o Crode 2 " ” p " - » 71 " 2
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of ofatumumab) myalgia, nausea, rash) reported 4 hours after injection were resolved with symptomatic treatment include erythemal/redness, other site reactions, pain, itching, and induration/swelling (Table 2)
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