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Objective		
Validation	 of	 the	 Celbrea®	 device	 as	 a	 first-level	 detection	 tool	 in	 the	 presence	 of	 breast	
symptoms.	
	
Methods		
This	is	a	prospective	observational	study,	currently	in	the	recruitment	phase,	evaluating	the	
effectiveness	 of	 the	 Celbrea®	 thermal	 activity	 indicator—a	 single-use,	 Class	 Im	 medical	
device.	

It	consists	of	patches	applied	to	both	breasts	for	15	minutes,	each	equipped	with	594	thermo-
chemical	microsensors	to	measure	breast	temperature.	Potential	differences	are	evaluated	
visually	or	via	a	dedicated	app.	

The	 study	 includes	 patients	 ≥18	 years	 old	 who	 present	 with	 breast	 symptoms	 such	 as	
nodules,	 retraction,	 nipple	 discharge,	 pain,	 etc.	 Exclusion	 criteria	 include	 previous	 breast	
surgery,	bilateral	symptoms,	or	a	history	of	breast	cancer.	

All	 patients	 also	 undergo	 standard	 diagnostic	 tests	 as	 deemed	 necessary	 by	 medical	
judgment.	 The	 study	was	 approved	by	 the	Ethics	 Committee	 (CEIm)	 and	 is	 registered	 on	
ClinicalTrials.gov.	

Key	Results	
With	 the	 number	 of	 patients	 currently	 recruited	 (n=335),	 the	 Negative	 Predictive	 Value	
(NPV)	of		Celbrea®	is	92.1%	[87.2–95.3].	

Statistical	power	is	currently	insufficient	to	assess	other	parameters.	

Conclusions		
Celbrea®	leverages	the	same	principles	as	classical	thermometry—higher	temperatures	are	
expected	 in	 breasts	 affected	 by	 underlying	 pathology,	 including	 malignancies	 (due	 to	
increased	angiogenesis)—but	with	a	more	precise	detection	system	enabled	by	direct	contact	
with	the	breast.	



RES0333	Validation	of	the	effectiveness	of	the	Celbrea®	device	in	women	consulting	for	breast	
symptoms	
	
	

Its	NPV,	ease	of	use,	low	cost,	and	safety	demonstrate	its	utility	in	providing	a	rapid	response	
to	breast	symptoms,	and	its	potential	to	bring	women	to	Breast	Units	who	might	otherwise	
avoid	them	due	to	fear.	Limitations	include	very	large	breasts,	highly	peripheral	or	bilateral	
lesions.	

A	 larger	 sample	 size	 is	 needed	 to	 ensure	 enough	 cancer	 cases	 to	 evaluate	 the	 device’s	
sensitivity	within	this	study	population.	
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