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To evaluate the effectiveness and safety of dose 
modifications of TOFA.

Results

Aims Methods

Conclusions
TOFA is effective and generally safe for inducing and maintaining clinical remission in bio-exposed patients with 
refractory UC. Furthermore, individualized dosing of TOFA dependent on induction response was in this study safe and 
may improve long-term outcome.

Baseline characteristics

Table 1. Baseline characteristics based on TOFA de-escalation. 

• 62.4% male; 95.3% bio-exposed, 64.8% ≥2 
prior biologic failures; 60.0% extensive colitis.

Safety profile
• No cases of SAEs.
• AEs occurred in 40 patients (47.1%); most 

commonly hypercholesterolemia, anaemia, and 
nausea.

• No significant association with dosing escalation
• 16 patients (43.8%) required dose escalation due 

to SLR. Of these, 43.8% recaptured clinical 
remission.

Time point W8 W52
Clinical remission 43.4% 35.3%
SFR 34.9% 29.4%
Clinical response 54.2% 35.3%

Clinical remission, SFR, and clinical 
response

SFR during 52 weeks

Figure 1. SFR during 52 weeks according to TOFA dosing groups at W8.  

SLR and dosing strategy at W8

• Among patients 
continuing high-dose 
therapy after 
induction, about 
60.0% without prior 
clinical remission 
eventually achieved 
so within four months.

• No significant 
difference in SLR risk 
between patients 
continuing high-dose 
TOFA vs de-
escalation at W8.  
Cox HR 1.86 [95% CI 
0.82–4.25]).
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• Clinical remission and 
response at W8 was 
associated with SFR 
at W52 or treatment 
discontinuation due to 
remission (unadjusted 
OR 46.25, 95% CI 
8.78-856.81, p<0.001).
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Figure 2. KM-plot illustrating the difference in SLR risk between patients 
deescalating to TOFA standard maintenance dose or continuing high dose 
therapy after W8.


