
2018.	BudeFoam	

Naganuma	M	et	al.	J	Gastroenterol.	2018;	53:494-506	
	

Results:	
-  Complete	mucosa	healing	week	6:	32.8%	budefoam	vs	3.2%	

pbo,	p<0.0001	
-  Clinical	remission	week	6:	40.6%	budefoam	vs	pbo,	p=0.0035	
-  Efficacy	was	consistent	across	different	disease	extension.	

RCT/Budesonide	Foam/UC	/Induction		

Conclusion:	
This	study	confirmed	for	the	first	time	complete	mucosal	healing	
with	twice-daily	budesonide	2-mg	foam	in	mild-to-moderate	
ulcerative	colitis	with	distal	active	inflammation.	The	results	also	
indicated	that	complete	mucosal	healing	of	distal	lesions	by	
budesonide	foam	promotes	clinical	remission	of	ulcerative	colitis	

Phase	3	randomized,	double-blind	multicenter	trial.	
Ulcerative	colitis	including	left	and	extensive	colitis	patients	were	
randomized	to:	twice-daily	budesonide	2mg/25ml	foam	or	placebo	
foam.	
Oral	5ASA,	oral	salazosulfapyridine	or	priobitocis	were	allowed,	
rest	of	therapies	prohibited.	
	
Primary	endpoints:	Percentage	of	complete	mucosal	healing	of	
distal	lesions	at	week	6	and	clinical	remission	

Complete	mucosal	healing	of	distal	lesions	induced	by	twice-daily	
budesonide	2-mg	foam	promoted	clinical	remission	of	mild-	
To	moderate	ulcerative	colitis	with	distal	active	inflammation:	

double-blind,	randomized	study	


