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Part 1: 24-Week Part 2: 80-Week Part 3: 157-Week
Treatment Period Safety Extension  Open-Label Extension All Periods

Event (N=47) (N=46) (N=27) (N=47)

number of participants (percent)

Adverse event} 47 (100) 41 (89) 25 (93) 47 (100)
Mild 8(17) 3(7) 8(30) 2 (4)
Moderate 35 (74) 30 (65) 15 (56) 32 (68)
Severe 4(9) 8(17) 2(7) 13 (28)

Serious adverse eventj: 6 (13) 11 (24) 4(15) 18 (38)
Treatment-related serious adverse event§ 3(6) 0 0 3(6)

Adverse events of special interest]

Infusion-related reaction 27 (57) 15 (33) 4(15) 29 (62)
Anemia 11 (23) 2 (4 1(4) 11 (23)

Adverse event leading to discontinuation 1(2) 0 0 1(2)

of study participation

Adverse event leading to dose reduction 22 (47) 11 (24) 4(15) 27 (57)

Adverse event leading to dose interruption 34 (72) 37 (80) 15 (56) 43 (91)

Most frequent adverse events
Infusion-related reaction 39 (83) 26 (57) 11 (41) 41 (87)
Upper respiratory tract infection 11 (23) 20 (43) 8(30) 28 (60)
Pyrexia 11 (23) 17 (37) 6(22) 26 (55)
Cough 8(17) 14 (30) 6(22) 22 (47)
Vomiting 14 (30) 10 (22) 6(22) 20 (43)
Diarrhea 9(19) 10 (22) 4(15) 19 (40)
Rash 10 (21) 8(17) 6(22) 19 (40)
Anemia 18 (38) 3() 2(7) 18 (38)
Covid-19 6 (13) 13 (28) 2(7) 18 (38)
Rhinorrhea 9(19) 8(17) 4(15) 18 (38)

* Shown are new adverse events that occurred after the first dose of tividenofusp alfa. Covid-19 denotes coronavirus disease 2019.

T Adverse events are listed according to maximum severity. If a participant had more than one occurrence of the same event, the highest
severity was summarized.

1 A serious adverse event was defined as an event that was fatal or life-threatening, resulted in or prolonged participant hospitalization,
resulted in persistent or clinically significant disability or incapacity, was a congenital anomaly or birth defect, or was considered by the
investigator to be a clinically significant medical event.

§ Serious adverse events that were considered by the investigator to be related to treatment were infusion-related reactions (in two partici-
pants) and anemia (in one participant).

| These events were defined as infusion-related reactions (including allergic reactions and anaphylaxis) that were graded as moderate or
greater in severity and anemia that was graded as moderate or greater in severity.
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