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Introduction Results: Efficacy at Week 10 Conclusions
Filgotinib is a once-dal_ly, orally administered, selective Janus kinase 1 (JAK1) inhibitor | - Clinical remission, ITT-NRI (CDAI <150) Clinical response, ITT-NRI (=100-point reduction in CDAI) ° !=|Igot|n|b showed ei_‘flcacy_m patients with active Crohn’s c_Ilsease
The 20-week, randomized, placebo-controlled, Phase 2 FITZROY study evaluated the efficacy and safety of filgotinib in independently of prior anti-TNF exposure across all endpoints
patients with active Crohn’s disease (Vermeire et al. 2017) 100 - uPlacebo  mFilgotinib 200 mg 100 - = Placebo  Filgotinib 200 mg Filgotinib was well tolerated, with a similar safety profile in both
The FITZROY study achieved its primary endpoint: significantly more patients achieved clinical remission (CDAI<150) anti-TNF subgroups
with filgotinib compared with placebo at week 10 80 - 80 - The data suggest a favorable risk/benefit profile for filgotinib in
Filgotinib also had an acceptable safety profile _ _ ] 67 both anti-TNF naive and anti-TNF non-responder patients
Q 60 S 59
w00 - S 007 T 54
Results at Week 10 of an exploratory subgroup analysis based on prior exposure o 47 ks »
to anti-tumor necrosis factor (TNF) therapy are presented g 0 37 g 10 41 39
& ) 28 & Results: Safety at Week 10
20 13 20 Anti-TNF Anti-TNF
M eth o d S : naive non-responder
Non-responders# 0 . . . 0 . . .
i ' i- i- Overall Anti-TNF Anti-TNF
StUdy dESlgn re-randlomlzed — po%ﬁ;?ilén Annt;'fye\l F Anri]:gﬂ\l i pop\t/JeI;?ion I:lajﬁve nn:)n-
! responder responder

TE AE 5 (31) 33 (58) 21 (75) 53 (73)

ReSpO;']derS# Study was not powered to detect differences in the anti-TNF patient subgroups (no inferential statistics calculated in the subgroups); *p<0.05; **p<0.01 Infections and infestations 1 (6) 12 (21) 8 (29) 20 (27)
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#Responder status based on investigator calculation of CDAI score at week 10: non-responder = CDAI reduction of <100 points from baseline; responder = CDAI reduction of 2100 points from baseline 9 -15.0 - J ‘ m 10 TE AE Ieadmg to discontinuation 1 (6) 6 (11) 4 (14) 9 (12)
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Key inclusion criteria Baseline characteristics* mE ny g 195 g 0 vera e oaime
o Ileal, colonic, or ileocolonic Crohn’s disease Anti-TNE ARti-TNE % 00 . | _228 population naive non-d e Filgotinib was safe and well tolerated in both anti-TNF subgroups
e CDAI 220-450 B non-responder® = aPlacebo  mFilgotinib 200 mg resPoneer e There was a similar incidence of SAEs, treatment-emergent adverse events

(TE AEs) leading to discontinuation, and infections in both anti-TNF subgroups
e The incidence of TE AEs was somewhat higher in anti-TNF non-responders

e Endoscopic confirmation of active disease
with ulceration; scored using central
reading based on Simplified Endoscopy
Score for Crohn’s Disease (SES-CD) scale Age, mean, years 31.8 38.9 37.0 36.3

PRO2: a composite score based on daily stool frequency and self-reported abdominal pain, calculated as "7 x (mean daily number of liquid or very soft stools) + 7 x (mean daily self-reported abdominal pain)”;
IBDQ = International Bowel Disease Questionnaire: a quality of life index; study was not powered to detect differences in the anti-TNF patient subgroups (no inferential statistics calculated in the subgroups);
* kK

p<0.05; **p<0.01
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