
This	 study	was	 presented	 in	 Section	 V	 (‘Clinical	Data	 Section’)	 of	 the	 510(k)	 clearance	 and	was	 also	
presented	and	submitted	in	the	Technical	Documentation,	Annex	II,	Section	6.2	(‘Clinical	Evaluation’),	in	
accordance	with	Article	61	and	Annex	XIV	of	Regulation	(EU)	2017/745.	

Multicentric Validation Study 

Objective 
This	 multicentric	 proof-of-concept	 study	 was	 designed	 to	 assess	 the	 effectiveness	 of	 the	
Celbrea®	device	in	detecting	cancer	in	the	breast	among	patients	scheduled	for	breast	biopsy	
on	 the	 basis	 of	 accepted	 medical	 procedures	 including	 physical	 examination	 and	
mammography.	The	purpose	was	to	evaluate	whether	Celbrea®	is	capable	of	detecting	breast	
cancer	(compared	to	biopsy).	

Methods 
Patients	who	were	admitted	for	surgical	or	aspiration	biopsy	were	assessed	with	the	device	
prior	to	the	biopsy	procedure.	

179	 women	 undergoing	 biopsy	 were	 assessed	 with	 Celbrea®	 before	 surgery.	 Celbrea®	
readings	were	taken	before	biopsy	under	clinical	supervision.	

Results	 were	 blinded	 to	 investigators	 until	 biopsy	 outcomes	 were	 confirmed.	 A	 positive	
Celbrea®	reading	was	defined	as	≥4	activated	columns	between	mirror	segments.	

Key Results 
•	Combined	unilateral	and	bilateral	biopsies	(N=179):	
		-	112/179	women	were	diagnosed	with	breast	cancer.	
		-	Celbrea®	correctly	identified	93	of	these	112	cases	(true	positive	rate:	83%).	

•	Unilateral	biopsies	(N=145):	
		-	84/145	women	diagnosed	with	breast	cancer.	
		-	Celbrea®	correctly	identified	74	of	84	cases	(true	positive	rate:	88.1%).	

•	Celbrea®	showed	consistent	sensitivity	across	tumor	sizes,	including	small	tumors	under	1	
cm	(87.5%	sensitivity).	

•	No	adverse	event	was	reported. 

Conclusions 
Celbrea®	accurately	measures	temperature	differences	in	the	breast	and	surrounding	tissues	
and	demonstrates	the	ability	to	detect	the	presence	of	cancer	in	the	breast.	
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Table 1: Primary analysis of effectiveness - Combined Unilateral and 
Bilateral Biopsies. 

 
* All (uni & bilateral) Biopsies: 179 patients 

** Unilateral biopsy: 145 patients 
 

Table 2: True positives by tumor size. 

	
*A size was reported for 97 of the 112 cancers found in the breast. T0: non-palpable; T1: < 2 cm; T2: 2–5cm; T3: > 5 

cm; T4: Tumor of any size with direct extension to chest wall and/or to skin.	

Investigator Centers 
The	study	was	carried	out	in:	
•	Memorial	Sloan-Kettering,	NY	
•	Anderson	Memorial	Hospital,	Houston,	TX	
•	Brotman	Memorial	Hospital,	Los	Angeles,	CA	
Data	evaluated	by	Department	of	Biostatistics	and	Epidemiology,	Georgetown	University	Medical	
School.	

SensitivityCelbrea® vs Biopsy

83%Uni & Bilateral Biopsy*

88%Unilateral Biopsy**

No Adverse Events reported

Celbrea®

Positive Results* Size of Tumor (cm)

87.5%Less than 1.0

71.4%1.0 – 1.9

75.9%Sub-Total

71.9%2.0 – 2.9

91.7%3.0 or larger

82.4%Sub-Total

80.4%Total


