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Background, Objectives and Methods

Background

Filgotinib (Jyseleca) is a JAK 1 preferential inhibitor which in
2021 was approved for use in the UK in moderate or severe
rheumatoid arthritis, either as monotherapy or alongside a
conventional DMARD. Clinical efficacy was demonstrated in
the FINCH 1-3 trials3 but evidence of real-world
effectiveness is currently limited.

A reduced dose of 100mg is recommended for patients over
75 years, or with moderate or severe renal impairment.

Following results from the ORAL surveillance clinical trial of
Tofacitinib? and preliminary data from an observational
study involving Baricitinib, in 2023, the EMA issued guidance
advising caution using JAK inhibitors in patients over 65
years, smokers and those at increased risk of MACE, VTE or
cancer>.
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Objectives and Methods

RA, id arthritis; ILD, i

RA patients starting Filgotinib in NHS Lothian in a 9 month
sample between December 2021 and August 2022 had data
captured at 2 time points, December 2022° and updated
September 2023 for BSR 2024. We recorded baseline data
including time since diagnosis of RA, previous and current
treatment, duration of treatment with Filgotinib, and
discontinuation reason if applicable. Pre-existing co-morbidity
and VTE, MACE, malignancy and ILD incident events during
treatment were recorded. DAS28-CRP scores before and during
treatment were recorded where available.

The objective of our study is to assess clinical effectiveness
through drug survival and disease activity score, along with
assessing discontinuation reasons and the incidence of relevant
adverse events or side effects.

ial lung disease

e response to methotrexate: a phase Il randomised clinical trial. Annals of the Rheumatic

2. Genovese MC, Kalunian K, GottenbergJ, et al. Effect of Filgotinib vs Placebo on Clinical Response in Patients With Moderate to Severe Rheumatoid Arthritis Refractory to Disease-Modifying Antirheumatic Drug Therapy: The FINCH 2

Randomized Clinical Trial. JAMA. 2019;322(4):315-325. doi:10.1001/jama.2019.9055

3. Westhovens R, Rigby WFC, van der Heijde D, et al. Filgotinib in combination with methotrexate or as monotherapy versus methotrexate monotherapy in patients with active rheumatoid arthritis and limited or no prior exposure to
methotrexate: the phase 3, randomised controlled FINCH 3 trial. Ann Rheum Dis. 2021 Jun;80(6):727-738. doi: 10.1136/annrheumdis-2020-219213. Epub 2021 Jan 15. PMID: 33452004; PMCID: PMC8142453.

4. Ytterberg SR, Bhatt DL, Mikuls TR, et al. Cardiovascular and Cancer Risk with Tofacitinib in Rheumatoid Arthritis. N Engl J Med. 2022 Jan 27;386(4):316-326. doi: 10.1056/NEJM0a2109927. PMID: 35081280.

5. EMA (2023). EMA confirms measures to minimise risk of serious side effects with Janus kinase inhibitors for chronic inflammatory disorderss. Available at: JAK inhibitors art 20_public health communication_post EC decision (europa.eu)

(Accessed 8 April 2024).

EDINBURGH
< RHEUMATOLOGY
(»ﬂli RESEARCH GROUP

6. Box C, Swann E, Harris H, et al. ABO472 Filgotinib for rheumatoid arthritis — an observational study to assess clinical effectiveness in NHS Lothian. Annals of the Rheumatic Diseases 2023;82:1429.



Proportion of patients (%)

100

90

80

70

60

50

40

30

20

10

DAS28-CRP, Disease activity score in 28 joints using C-reactive protein; ACPA,

Results

Figure 1 — DAS28-CRP before and during
Filgotinib treatment
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Table 1 — Baseline characteristics
Baseline characteristics

Age (median, IQR)
Male
Female
Disease duration
1-5 years
Over 5 years
ACPA and/or RF positive

Table 2 — Previous treatment

N=145
64 (57-72)
39 (26.9%)
106 (73.1%)

29 (20.0%)
116 (80.0%)
105 (72.4%)

N = 145
csDMARD only 25 (17.3%)

Single anti-TNF bDMARD
Other single bDMARD/tsDMARD
Multiple bDMARD/tsDMARDs

Table 3 — Treatment with Filgotinib

45 (31.0%)
16 (11.0%)
59 (40.7%)

N = 145
Dose
100mg 37 (25.5%)

200mg
Filgotinib monotherapy
with Glucocorticoid
Filgotinib with Methotrexate
with Glucocorticoid
Filgotinib with other csDMARD
with Glucocorticoid

108 (74.5%)
54 (37.2%)
10 (6.9%)
30 (20.7%)
7 (4.8%)

39 (26.9%)
5 (3.5%)

 factor; csDMARD,

DMARD; anti-TNF, bDMARD, biologic

tsDMARD, targeted

Table 4 — Reasons for stopping treatment
Discontinuation reason . [N=41 |

Lack of efficacy

Loss of effect

Adverse event

Side effects
Other

Table 5 —

Baseline comorbidities

Baseline
comorbidities

ILD
MACE

Prior malignancy

VTE

Figure 2 —

Proportion of patients continuing treatment
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Table 6 —

Events during treatment

Events during
treatment

ILD
MACE
Malignancy

VTE
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Conclusions

71.7% of patients remained on Filgotinib treatment at median duration of
447 days, suggesting good patient tolerability and clinical effectiveness.

DAS28-CRP scores also indicate clinical effectiveness, with mean pre-
treatment score of 5.1 and during treatment 3.5. Formal disease
assessment scoring was only recorded in a minority of patients.

3 patients were diagnosed with lung cancer during treatment, and 2
patients developed VTE. No new MACE occurred during treatment.
Prescribers should consider individual patient’s risk profiles when
commencing Filgotinib.
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