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Results:
- Efficacy	endpoints	were	not	met.	In	Study 1,	1/24	(4.2%),	2/23	

(8.7%),	and	2/28	(7.1%)	vs	0%	placebo.	
- Adverse	event rates were similar	for spesolimab vc placebo	

Study 1	(N	=	98;	64.9%;	65.2%)	&	2	(N	=	22;	86.7%;	71.4%);	all
patients in	Study 3	(N	=	8)	experienced AEs.	

- The most frequent AEs were skin	related

RCT/Spesolimab/UC / Induction

Conclusion:
Spesolimab was generally well tolerated,	with no	unexpected safety	
concerns.	The safety	data	are	consistent with studies in	other
inflammatory diseases.

Phase	II	and	IIA,	randomised,	double-blind	trials.	
Patients	with	mod-severe	UC	were	randomized	to:
Study	1:	300	mg	single	dose;	450	mg	q4w;	or	1,200	mg	q4w,	three	
doses).		Patients	who	failed	to	biologics.
Study	2:	phase	IIa,	(1,200	mg	q4w).	Patients	were	on	antiTNF
Study	3:	phase	IIa OL,	single-arm	trial	(1,200	mg	q4w).		AntiTNF
naïve	or	not	failed	to	antiTNF
Studies	lasted	12	weeks,	with	a	12-,	24-,	and	16-w	safety	follow-up.

Primary endpoints: Study	1:Dose-finding,	efficacy (clinical
remission w12),	safety.	Study 2:	Efficacy & safety	as add-on therapy.	
Study 3:	mechanism of action

Safety	and	tolerability	of	spesolimab in	patients
with	ulcerative	colitis

*Spesolimab,	a	novel,	humanized	monoclonal	immunoglobulin	G1	antibody	that	
specifically	targets	and	blocks	IL-36	R	signaling.
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