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Aims. Subcutaneous infliximab (IFX-SC) is a novel formulation of the anti-TNF monoclonal
antibody infliximab, approved for the treatment of inflammatory bowel diseases (IBD). Following
standard intravenous induction (typically at weeks 0 and 2), maintenance treatment is administered
as a fixed 120 mg subcutaneous injection every two weeks. IFX-SC enables self-administration,
potentially enhancing treatment adherence and reducing healthcare utilization. In clinical practice,
dose optimization—through interval shortening or dose adjustment—may be required in selected
patients. In cases of suboptimal response or tolerability issues, switching back to intravenous
infliximab remains a viable option. Despite promising pharmacokinetic and immunogenicity profiles,
long-term real-world data on the effectiveness and safety of IFX-SC remain limited.

Methods. From November 2020 to June 2025, 202 IBD patients treated with subcutaneous IFX (IFX-
SC), were retrospectively enrolled. All patients who switched from intravenous to IFX-SC—either
during induction or after at least 6 months of intravenous therapy—were included, provided they had
a minimum follow-up of 6 months after the switch. Clinical characteristics, blood and fecal
biomarkers, disease activity scores, steroid use, extraintestinal manifestations, and major adverse
outcomes were collected. The primary endpoint was the persistence of steroid-free clinical remission
at 6 to 12 months. Secondary endpoints included persistence of biochemical remission (defined as
fecal calprotectin <250 pg/g and CRP <5 mg/L) and endoscopic remission (Mayo score = 0 for UC;
SES-CD <2 or Rutgeerts i0 for CD) at 6-12 months, as well as clinical, biochemical, and endoscopic
remission beyond 12 months. Additional outcomes were the occurrence of adverse events and the
need for treatment optimization or reversion to intravenous administration.

Results. A total of 202 IBD patients (95 with UC and 107 with CD) were included. Of these, 156
(77.2%) received Infliximab as first-line. 54 (26.7%) patients initiated subcutaneous infliximab (1FX-
SC) during induction, while 148 (73.2%) switched to IFX-SC after at least 6 months of intravenous
infliximab (maintenance group). In CD patients, steroid-free clinical remission was maintained in
95% at 6 months, 80% at 12 months, and 65% beyond 12 months. In UC patients, corresponding rates
were 77%, 67%, and 50%, respectively. During follow-up, 7 patients (3.4%) required corticosteroid
therapy for disease flares. Overall, 13 patients discontinued IFX-SC: 3 within the first 6 months (2
UC, 1 CD) and 10 from the maintenance group (5 UC, 5 CD). Six patients (3 UC, 3 CD) reverted to
intravenous infliximab, mostly within the first 6 months, due to loss of response or patient preference.
No serious adverse events or IBD-related complications were reported during the observation period.



Conclusions.

In this real-world cohort of IBD patients, subcutaneous infliximab (IFX-SC) demonstrated long-term
steroid-free clinical remission, particularly in Crohn’s disease, with favorable tolerability and a low
discontinuation rate. The switch from intravenous to subcutaneous formulation was generally safe
and effective, both when initiated during induction and in maintenance. These findings support the
long-term use of IFX-SC as a viable and well-tolerated alternative for selected IBD patients in clinical
practice.

Table 1

Patients Characteristics

Patients 202
Crohn 107
Colitis 95
Male/female 117/85

Age (years), median (range)

41 (IQR 22.0)

Active Smokers, n (%) 2282
Disease duration, mean =+ SD 7,68 + 8,94
Need of steroids during follow-up 7

Time from start IFX-sc (years), median (range) 1,42 £ 0.67
Switch from SC formulation during induction 54

Last biological therapy, n (%)

None (naive) 155

Infliximab 12
Adalimumab 18
Golimumab 2
Vedolizumab 11
Ustekinumab 3
Guselkumab 0
Tofacitinib 0
Upadacitinib 1




Filgotinib 0

Trial 0

1st line therapy, n (%)

156

Extraintestinal manifestations, n (%)

Psoriasis 3.9%

Peripheral arthropathy 4.95%

Axial arthropathy 3.5%

Major adverse outcomes

0




