








Calcaneo-cuboidal bone - normal



MTPJ –Dorsal – GS - Normal



MTPJ - Dorsal - PD - Normal



MTPJ - Dorsal - GS – Grade 1



MTPJ - Dorsal – GS – Grade 2



MTPJ - Dorsal – GS- Grade 3



MTPJ - Dorsal – PD - Grade 1



MTPJ - Dorsal - PD- Grade 2



MTPJ - Dorsal – PD- Grade 3



Posterior GHJ - Normal



Posterior GHJ - Normal
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3. Safety data 

Adverse events were reported in 60% of the total population (table 2), of which 21% were 

assessed as possibly, probably or certainly related to study drug. Seven serious adverse 

events (SAEs) were reported in six patients (atrial fibrillation, infective bursitis, dementia, 

endometriosis, pleural effusion and pulmonary fistula [in the same patient], and 

hypertension); two of which were considered at least possibly related to study treatment 

(infective bursitis, atrial fibrillation). No deaths occurred during this study, and there were no 

reported opportunistic infections or cases of tuberculosis. Six patients were withdrawn from 

the study owing to AEs (pulmonary fistula/pleural effusion, tachycardia/upper abdominal 

pain/dizziness/erythema multiforme [considered by the investigator to be related to study 

drug], foot fracture, dementia [SAE], pityriasis rosea, fever/cough). Benign malignancy 

(basocellular skin cancer) was reported in one patient on day 1; the patient received two 

infusions of study treatment before being withdrawn owing to an SAE (dementia). 

 

Table 2 Safety summary 

 Number of patients  

(N=104) 

Deaths  0 

AEs 

Related AEs 

Discontinuation owing to AEs 

62 

22 

6* 

SAEs 

Related SAEs 

Discontinuation owing to SAEs 

6 

2 

1 

Infection 

Serious infection 

20 

1 

Neoplasm (benign, malignant or unspecified) 1 

Autoimmune events 2 

Acute infusional events
†
 4 

Safety data are presented for all patients who received at least one dose of study drug (N=104), and 

includes events that occurred up to 56 days post last dose. *One additional patient discontinued 

owing to an AE, but as the discontinuation was >56 days post last dose, this patient is not included in 

this table. 
†
Occurring within 1 hour of infusion. AE, adverse event; SAE, serious adverse event. 

 

 


