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Supplementary Results

Table S2 Summary of TEAES, including infections, by epoch and overall, in the safety

analysis set
Epoch 1 Epoch 2 Overall
(N =44) (N =43) (N =44)
Participants, Events, | Participants, Events, | Participants, Events,
n (%) n n (%) n n (%) n
TEAEs 31 (70.5) 142 40 (93.0) 555 43 (97.7) 697
Related 25 (56.8) 85 31(72.1) 251 34 (77.3) 336
Serious 1(2.3) 1 3(7.0) 3 4(9.1) 4
TEAEs
Related 0 0 0 0 0
Severe 1(2.3) 1 3(7.0) 3 4(9.1)
TEAEs
Related 1(2.3) 1 1(2.3) 1 2 (4.5) 2
Local TEAEs 22 (50.0) 60 29 (67.4) 142 33 (75.0) 202
Related 22 (50.0) 58 28 (65.1) 134 32 (72.7) 192
Systemic 29 (65.9) 82 38 (88.4) 413 41 (93.2) 495
TEAEs
Related 12 (27.3) 27 20 (46.5) 117 25 (56.8) 144

TEAE, treatment-emergent adverse event
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