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Besremi is indicated as monotherapy in adults for the treatment of polycythaemia vera
without symptomatic splenomegaly.
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4.8 Undesirable effects
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Table 1. Most common adverse reactions during ropeginterferon alfa-2b treatment.



Medicinal Medicinal
,C TCA,E Dose Product ProductDru
ADR N (%) IR intensity reduced Recovered
>10% PT | N=178 grade>3 | _ Drug . B N (%)
N (%) N (%) interrupted | discontinued
N (%) N (%)
24
: 36 g 7(19.4)4 35(97.2)8
21.2
Leukopenia (20.2%) 21.2 3(8.3) 65.7 5 . n.r .
13
Thrombo- 33 = 30(90.9)s
2 - .
cytopenia (18.5%) 11.2 4(12.1) (39.4)3 | 3(9.1)246: 1) 1 (3.0 .
5 .
‘j =
Arthralgia 'J.' ) 5.2 1(4.2) (20.8)4 5(20.8)3 1(4.2) 220917
(13.5%) 167 Ha5 e
4
‘j —
Fatigue o 6.6 n.r. (18.2)3 | 1 (4.51445) 1(4.5) 21(95.5
(12.4%) 136 o
Gamma- 9
glutamyl- 20 = ] 17 (85.0)4
transferase | (11.2%) 7.9 7(35.0) (45.0)3 5(25.0)8x n.r 200
increased 50
4
Influenza 2 = 3 (15.0)2 19 (95.046
‘) /]
like illness | (11.2%) 4.9 n.r. (20.0)4 . nr .
6
Myalgia 19 , 3.5 n.r. (31.6)2 1(5.3) n.r 17(89.5
(10.7%) c “r4y

No CTCAE grade 5 (death) adverse reactions reported for these preferred terms; 1 AE grade 4 (life-

threating or disabling) reported for Gamma-glutamyltransferase increased.
Abbreviations: CTCAE, common terminology criteria for adverse events; n.r., not reported; ADR, adverse
drug reaction; PT, preferred term; IR, incidence rate of mean adverse events per 100 patients per year; n,

number of patients.
N (%) number and percentage of patients with given AE
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