
Supplementary Table. Most Common Treatment-Related TEAEs (Reported for ≥1% of 

Patients Overall): Safety Analysis Set 

System Organ Class 

Preferred Term 

Overall 

FKB327 

N = 614 

673.7495 patient-years 

RP 

N = 321 

175.3812 patient-years 

Patients 

n (%) 

Events  

n (IR) 

Patients 

n (%) 

Events  

n (IR) 

≥1 TEAEs
a
 411 (66.9) 1150 (1.707) 176 (54.8) 364 (2.075) 

General disorders and administration-site 

conditions 

29 (4.7) 63 (0.094) 11 (3.4) 22 (0.125) 

Injection-site erythema 6 (1.0) 35 (0.052) 3 (0.9) 9 (0.051) 

Infections and infestations 227 (37.0) 375 (0.557) 90 (28.0) 120 (0.684) 

Nasopharyngitis 68 (11.1) 77 (0.114) 22 (6.9) 25 (0.143) 

Bronchitis 32 (5.2) 35 (0.052) 14 (4.4) 15 (0.086) 

Urinary tract infection 30 (4.9) 43 (0.064) 7 (2.2) 8 (0.046) 

Upper respiratory tract infection 29 (4.7) 31 (0.046) 9 (2.8) 9 (0.051) 

Pharyngitis 24 (3.9) 32 (0.047) 7 (2.2) 7 (0.040) 

Latent tuberculosis 17 (2.8) 17 (0.025) 4 (1.2) 4 (0.023) 

Sinusitis 11 (1.8) 11 (0.016) 1 (0.3) 1 (0.006) 

Cystitis 7 (1.1) 7 (0.010) 3 (0.9) 3 (0.017) 

Gastroenteritis 6 (1.0) 7 (0.010) 4 (1.2) 4 (0.023) 

Pneumonia 7 (1.1) 7 (0.010) 3 (0.9) 3 (0.017) 

Herpes zoster 5 (0.8) 5 (0.007) 4 (1.2) 4 (0.023) 

Acute sinusitis 5 (0.8) 6 (0.009) 1 (0.3) 1 (0.006) 

Influenza 5 (0.8) 5 (0.007) 0 0 

Laryngitis 5 (0.8) 5 (0.007) 0 0 
a
IRs for this row are overall IRs based on all TEAEs within each treatment group. 

Percentages are based on the number of patients in the Safety Analysis Set. 

N for FKB327 includes patients who were randomised to FKB327 in Period 1 and also patients who were 

randomised to the RP and then switched to FKB327 after Week 30. 

Exposure-adjusted IRs are calculated by dividing the number of events within a given PT or SOC for each 

treatment by the total number of patient-years for each treatment. 

TEAEs are defined as AEs that started or increased in severity after the first study medication 

administration. 

Each patient is counted only once within each SOC and PT under the “n (%)” columns but will be counted 

more than once in the “Events (IR)” columns if >1 event occurs within a given SOC or PT. 

TEAEs were coded using MedDRA Version 17.1. 

AE indicates adverse event; IR, incidence rate (events/patient-year); MedDRA, Medical Dictionary of 

Regulatory Activities; N, number of patients in the Safety Analysis Set; n, total number of patients with 

observation or total number of events; PT, preferred term; RP, reference product; SOC, system organ class; 

TEAE, treatment-emergent adverse event. 

 

 


