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Feasibility Study for Use as Preliminary 
At-Home Self-Test Screening Device 

Objective 
Assess	the	feasibility	and	effectiveness	of	the	Celbrea®	device	as	a	preliminary	screening	tool	
for	breast	abnormalities	when	used	at	home	by	healthy	volunteers.	

Methods 
Two	hundred	women,	aged	34–84,	used	Celbrea®	at	home	for	15	minutes	upon	waking.	

The	women	used	the	device	once	a	month	on	the	same	day	for	three	consecutive	months,	or	
until	they	had	a	confirmed	"Significant"	test	reading	(a	“Significant”	reading	was	defined	as	a	
difference	of	4	or	more	activated	columns;	equivalent	to	a	difference	of	2ºF/1.1ºC	between	
corresponding/mirror	segments	of	the	two	breasts).	

Results	 were	 recorded	 and	 verified	 by	 investigators.	 Positive	 cases	 were	 referred	 to	 for	
clinical	examination.	

Key Results 
•	 87%	 (174/200)	 had	 both	 a	 'Non-Significant'	 Celbrea®	 result	 and	 normal	 clinical	 exam	
confirming	 strong	alignment	between	 the	device	and	physical	 examination	 for	absence	of	
disease.	
•	 1%	 (2/200)	 had	 both	 a	 'Significant'	 Celbrea®	 result	 and	 abnormal	 clinical	 exam—
demonstrating	the	device’s	ability	to	flag	true	abnormalities.	
•	9.5%	showed	isolated	'Significant'	readings	without	clinical	confirmation—emphasizing	the	
importance	of	follow-up	testing.	
•	No	adverse	reactions	or	side	effects	were	reported.	

Conclusions 
Celbrea®	was	used	effectively	by	the	women	in	this	study	in	their	own	homes.	

Study	 results	 reinforce	 the	 validity	 of	 the	 difference	 of	 4	 activated	 columns	 or	 higher	
(between	mirror	 segments)	 as	 the	definition	of	 a	 "Significant"	 test	 result	 to	be	 valid.	The	
findings	 highlight	 the	 device’s	 strong	 consistency	 with	 clinical	 breast	 exams	 in	 both	
identifying	and	ruling	out	abnormalities.	
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Table 1: Feasibility Study: Distribution of findings, Feasibility for use as a 
screening device 

Findings	 Total	 Percent	
Both Normal (“Non-Significant” CELBREAÒ reading & nurse-examiner)	 174	 87.00%	
Both Abnormal (“Significant” CELBREAÒ reading & nurse-examiner)	 2	 1.00%	
Abnormal: Nurse-examiner only 	 4	 2.00%	
Abnormal: Self-examination	 1	 0.50%	
“Significant” CELBREAÒ reading alone	 19	 9.50%	
Total	 200	 100.00%	

	

Investigator Center 
Conducted	at	Georgetown	University,	Washington,	DC,	and	evaluated	by	the	Department	of	
Biostatistics	and	Epidemiology,	Georgetown	University	Medical	School.	

	

	


