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Results:	
-  Clinical	remission	w8,	46.4%	thalidomide	vs	11.5%	placebo,	

p=0.01	
-  Clinical	response	at	w8	46.4%	thalidomide	vs	11.5%	placebo,	

p=0.01.	No	differences	in	clincal	response	at	w4.	
-  Incidence	of	severe	adverse	events	2.1	per	1000	patient-week,	

peripheral	neuropathy	the	most	frequent.	
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Conclusion:	
In	children	and	adolescents	with	refractory	Crohn	disease,	
thalidomide	compared	with	placebo	resulted	in	improved	clinical	
remission	at	8	weeks	of	treatment	and	longer-term	maintenance	of	
remission	in	an	open-label	follow-up.	These	findings	require	
replication	to	definitively	determine	clinical	utility	of	this	
treatment.	

Multicenter,	double-blind,	placebo-controlled,	randomized		trial.	
Paediatric	patients	with	active	CD	despite	immunosuppressive	
treatment	were	randomized	to:	
Thalidomide	1.5	to	2.5mg/kg	per	day	or	placebo	once	daily	for	8	
weeks.	
In	an	OLE,	non-responders	to	placebo	received	thalidomide	for	8w	
	
Primary	endpoints:	clinical	remission	at	week	8	(PCDAI	reduction	
>24%	at	w4	and	>75%	at	w8	
Primary	endpoint	for	OLE:	clinical	remission	and	75%	response	
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