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Introduction: Infliximab (IFX) was the first TNF alpha inhibitor approved for treatment of inflammatory bowel disease (IBD). Despite new advanced therapies IFX is still mainstay of treatment
in perianal Crohn’s disease (CD), acute severe ulcerative colitis (UC) and extraintestinal manifestations. Since 2013 biosimilars of IFX and since 2023 sc formulation of IFX have been available

which contributed to cost reduction and potential relief of infusion centers.

Methods: We performed a prospective, observational, single center, cohort study in IBD
patients treated with IFX. Serum IFX levels were measured with fluorescence immunoassay;
ez-Trecker, Theradiag, France.

Results: We included 40 patients, demografic data are presented in table 1, disease
characteristics in table 2 and prior and baseline treatment in table 3. Persistence of clinical
remission at week 24, target serum IFX levels are presented in figures 1-3 and patients’
satisfaction and QoL in figure 4.

Table 1: Demografic data

CD [n=28]

uC [n=12]

Gender, female, n [%] 9 [32.14%) 3 [25%]
Age, mean [SD] 42.5[11.9] 42.5[18.3]
Age at diagnosis, mean [SD] 27.04 [10.9] 27.58 [12.4]
Disease duration, years, median 13.5 [0-28] 14.5 [2-28]

[Q1-Q3]

Table 2: Disease characteristics

€D [n=28] uC [n=12]

Disease localization in CD, n [%]:

Objective: To switch patients from maintenance IV to SC infliximab at fixed time
interval of 4 weeks between last IV and first SC injection.

Approach to switching in patients on maintenance iv IFX: |

IBD patients in remission, including stable perianal disease

Time interval between i.v. and s.c. = 4 weeks

* Independent of IFX type (originator or biosimilar)
¢ Independent of iv dosing regime (switch to 120 mg or 240 mg sc)

Observed outcomes:

e Clinical disease activity (HBI, p-Mayo)
* Serum IFX levels

* Patient’s satisfaction (TSQM-9)

* QoL (Short-IBDQ)

Table 3: Prior and baseline treatment

CD [n=28] UC [n=12]

- lleal [L1] 4[14.29] Surgery, n [%] 16 [57.14] 0 [0]
- Colonic [L2] 5 [17.86] Concomitant immunomodulator, 25 [89.29] 7 [58.33]
- lleo-colonic [L3] 19 [67.86] n (%]
- Upper Gl [L4] 3[10.71] Line of therapy, n (%]
Behaviour classification in CD, n [%]: - first 20 [71.43] 11 [91.67]
- nonstricturing, nonpenetrating [B1] 4[14.29] gscoond gl LLEE]
tricturing [B2] 10 [35.71] 23 207.14) 010]
- stricturin, .
‘g Prior TNF-a therapy, n [%] 7 [25] 0[0]
- penetrating [B3] 14 (50] Optimized iv IFX therapy, n [%] 10 [35.71] 6 [50]
Disease extent in UC, n [%]: Time till starting IFX, months, 83.5 [2-316] 53.5 [2-220]
- Proctitis [E1] 01[0] median [IQR]
- Left-sided [E2] 2 [16.67] IFX therapy duration, months, 60 [4-228] 71[14-179]
- Pancolitis [E3] 10 [83.33] median [IQR]
Perianal disease, n [%]: 14 [50] 1[8.33]
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Figure 3: Target serum IFX levels in mg/L

Figure 2: Persistence of clinical remission (pMayo) in UC

Figure 4: Patients’ satisfaction and QoL
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Conclusions: Time interval 4 weeks between iv and sc IFX administration was appropriate. Target IFX
conc. were reached in high number of patients at week 24. In perianal CD treatment persistence
after switch to sc IFX was high at week 24. QoL and patients’ satisfaction on sc was not inferior to iv
administration at week 24.




