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HALO® BreAst PAP test By NeOMAtrix
The First Fully Automated, Noninvasive Screening Device to Assess Risk of Breast Cancer

the HALO® Breast Pap Test, developed 
by NeoMatrix (Irvine, CA), is the first fully 
automated, noninvasive breast screening 
device that offers a new method to assess 
a woman’s breast cancer risk safely and ef-
fectively. the HaLO Breast pap test has 
been approved by the FDa for the collec-
tion of nipple aspirate fluid for cytological 
evaluation. this five-minute test was spe-
cifically designed for use in the primary 
care setting as part of an annual well-woman 
visit. the collected fluid is analyzed by a 
laboratory to detect the differentiation of 
normal cells versus pre-malignant cells 
versus malignant cells from the milk ducts 
of pre-menopausal, asymptomatic women. 
Like the cervical pap test, the HaLO sys-
tem can detect abnormal cells up to eight 
years before a larger, potentially cancerous 
lesion might develop. HaLO is a screen or 
risk stratifier, not a diagnostic test. Rou-
tine assessment with HaLO will allow for 
closer monitoring of breast health. 

ernie B. Bodai, mD, Director, Breast Sur-
gical Services, Kaiser permanente (Sac-
ramento, Ca), notes that “the HaLO 
appears to be very effective in identify-
ing high risk patients who have no other 
means of being identified. it is a valuable 
screening tool for the select population of 
asymptomatic women aged 25 to 50 years 
old. these are the women who have dense 
breasts and mammography can be less ef-
fective in these younger, pre-menopausal 
women.” Dr. Bodai explains that many 
people equate the HaLO system with the 
less popular procedure ductal lavage. 
“it’s not the same at all. the HaLO uses 

a different technique to obtain nipple 
aspirate fluid, combining gentle vacuum, 
massage and heat.” about 50 percent of 
women will produce nipple aspirate fluid. 
Dr. Bodai points out that those women who 
do not produce nipple aspirate fluid can be 
placed in a relatively “low-risk” group. “Of 
those who do produce fluid, approximately 
one percent of these asymptomatic women 
will have atypia and once identified, can be 
managed as high-risk cases.” according to 
Dr. Bodai, multiple studies concur: cellular 
atypia in asymptomatic women increases 
lifetime risk of developing breast cancer 
four- to five-fold.

monthly self-breast examination, an-
nual professional breast examination, and 
mammography have thus far been the most 
effective screening tools available. mRis 

The HALO Breast Pap Test has been approved by 
the FDA for the collection of nipple aspirate fluid 
for cytological evaluation. 
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way, we can put them in the high-
risk category and follow them 
more closely.” Dr. Herman con-
tinues, “the whole trick is to find 
cancer early or to decrease the 
risk of a woman getting cancer. if 
we find a breast cancer in Stage i, 
90 to 100 percent of women will 
have a 5-year survival rate. So if 
we could find breast cancer even 
before it appears, then we will be 
doing an even better job. i think 
with HaLO we are just seeing 
the tip of the iceberg in reducing 
breast-cancer related deaths.”

all women are at risk for devel-
oping breast cancer, the leading 
cause of death in women ages 35 to 
50. Seventy percent of the women 
who are diagnosed have no iden-
tifiable risk factors and eight out 
of nine women diagnosed have 
no family history of the disease. 
there are 250,000 women in the 
U.S. under the age of 40 living 
with breast cancer. Our country 
spends $3 billion annually on 
breast cancer screening, yet more 
than 70% of lumps are discovered 
during self-exams. When found 
early enough, the five-year sur-
vival rate is nearly 100%. Unfor-
tunately, by the time a woman can 
actually feel the lump, the disease 
is no longer in its earliest, most 
treatable stage. early detection is 
the key to better outcomes.

To Learn More
For more information about the 
HaLO pap Breast test, please visit 
the company’s Web site at www.
neomatrix.com, or call 1-877-
HaLO pap or 1-949-753-7844.

can be expensive and therefore 
impractical to use for screen-
ing all women, and ultrasound 
has proven useful as an adjunct 
to mammography. “HaLO does 
not replace routine mammograms 
and breast exams. although mam-
mography is a very good tool, it 
is only about 80 percent effec-
tive,” comments Dr. Bodai. “that 
means that about 20% of the time 
when a woman has a breast cancer, 
the mammogram will miss it. 
this is because the density of the 
tumor and the surrounding breast 
tissue are the same, which greatly 
decreases the sensitivity of the 
mammogram. that being said, it 
is still the best tool that we have 
available for screening.”

K. Warren Volker, mD, phD, 
Women’s Specialty Care—Las 
Vegas (Las Vegas, nV), notes that 
“Current breast cancer screen-
ing methods are based on imag-
ing—detection of a tumor already 
there; yet, the earliest that we can 
detect a tumor with enhanced 
imaging is at about 1 cm. With 
HaLO, instead of early detection 
of a tumor, we can detect abnor-
malities under a microscope prior 
to the development of the most 
common breast mass.” Dr. Volker 
points out that the HaLO is based 
on the same principle as a cervi-
cal pap test. “Due largely to the 
success of the cervical pap test, 
deaths from cervical cancer in the 
United States have dropped dra-
matically. Since we started using 
HaLO in our practice about nine 
months ago, we have identified 
just over a dozen patients with 
atypical cells. this has allowed 
us to follow these patients very 

closely, where we wouldn’t have 
known to do so otherwise.”

“HaLO is a huge step toward 
screening the low-risk population,” 
notes Jonathan Daniel Herman, 
mD, FaCOG, an OBGyn in pri-
vate practice (new Hyde park, 
ny). “those known as high risk 
have already been plugged into 
the system and are watched more 
closely. Right now, we assess risk 
by saying that a woman who has 
no history of breast cancer in her 
family is at low risk, even though 
89 percent of people who get 
breast cancer have no family his-
tory. therefore, we don’t know 
which of these women are actu-
ally at high risk. We send them 
annually for a mammogram and 
hope if there is something there 
that we catch it at an early stage. 
the beauty of HaLO is that it 
looks for precancerous cells and 
can help me predict which low 
risk women will get cancer. this 

“. . . With HALO,

instead of early

detection of a tumor,

we can detect

abnormalities under

a microscope prior

to the development

of the most common

breast mass.”

Warren Volker, MD




