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Conclusion:
Oral	tacrolimus 0.2	mg/kg/day is effective for fistula	improvement,	
but not fistula	remission,	in	patients with perianal	Crohn’s disease.	
Adverse	events associated with tacrolimus can	be	managed by dose
reduction.	Lower doses	of tacrolimus should be	evaluated.

Multicenter,	randomized,	double-blind	placebo	controlled	trial.
Patients	with	active	perianal	CD	with	draining	perianal	or	
enterocutaneous	fistulas	were	randomized	to	treatment	with	oral	
tracrolimus	0.2mg/kg/d	or	placebo	for	10	weeks.

Primary endpoint:	Fistula	improvement as	defined by clsoure of
over 50%	of fistulas and maintenance of that closure for at	least 4	w
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Results:	N=48
- Fistula	improvement	43%	tacrolimus	vs	8%	placebo,	p=0.004
- Fistula	remission	10%	vs	8%	placebo,	p=0.86
- Adverse	events	were	associated	to	tacrolimus	including	

headache,	leg	cramps,	tremor,	increased	creatinine	that	were	
managed	decreasing	the	dose.


