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Methods

« open-label, single-arm, single centre, phase 2 pilot trial
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Methods

Outcomes
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IgG4-RD Responder Index

1gG4-RD Responder Index
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Scoring Rules
Scoring refers to manifestations of disease activity present in the |ast 28 days
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2 Persistent (Unchanged from previous visit; still active)
3 MNew  Recurrence
4 Worsened despite treatment
Definitions
Drgan/Sl.'e score; The overall level of IgG4-RD activity within a specific organ system
2 Is the di manifestation in a particular organ system symptomatic? (Y =yes; N =no)
rga n I e s C 0 re Urgant d:ssase Disease that requires treatment immediately to prevent serious organ dysfunction (Y = yes; N = no)

(Presence of urgent disease within an organ leads to DOUBLING of that organ system scorg)

N Damage: Organ dysfunction that has occurred as a result of I9G4-RD and is considered permanent (Y = yes; N = no)
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Patient characteristics
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Results
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Results

[Physician VAS] [Patient VAS]
Physician VAS(median) 44—0 Patient VAS(median) 18—12
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CD19 receptor occupancy & circulating cells
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CD19 receptor occupancy & circulating cells
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Mechanism underlying B/T cell reductions

Class switched Un-class switched

Naive B cells
memory B cells memory B cells
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Safety

Obexelimab S mg/kg
Event (N=15)
Any adverse event 13 (87)
Drug-related adverse event 8 (53)
Serious adverse event 1 (7)
Adverse event leading to discontinuation 1(7)

Patients with:

Adverse event reported for >2 patients Any event Drug-related event
Abdominal pain 3 (20) 2(13)
Nausea 2(13) 2 (13)
Diarrhoea 2 (13) 2 (13)

Chills 2(13) 2 (13)
Headache 2(13) 2(13)
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Discussion
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Discussion
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