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I
ntroduction

Recently several authors 1-3 reported
studies in which them started to rise several
questions about the fact that the Mammography
screening might be a profit-driven technology
posing risks compounded by unreliability. In
striking contrast, annual clinical breast exami-
nation (CBE) by a trained health professional,
together with monthly breast self-examination
(BSE), is safe, at least as effective, and low in
cost. International programs for training nurses
how to perform CBE and teach BSE are critical
and overdue. Contrary to popular belief and
assurances by the U.S. media and the cancer
establishment – the National Cancer Institute
(NCI) and American Cancer Society (ACS) –
mammography is not a technique for early dia-
gnosis. In fact, a breast cancer has usually been
present for about eight years before it can final-
ly be detected. Furthermore, screening should
be recognized as damage control, rather than
misleadingly as “secondary prevention”. Mam -
mography poses a wide range of risks of which

women worldwide still remain uninformed.
Those risks can be summarized in radiation
risks 4-9, cancer risks from breast compression 10,
11, delays in diagnostic mammography 12. Beside
mammography started to be also evaluated for
its unreliability because falsely negative mam-
mograms 13-15, interval cancers 5, 16, falsely posi-
tive mammograms 17, 18, over diagnosis 19-23 and
quality control 24. Despite the long-standing
claims, the evidence that routine mammo-
graphy screening allows early detection and
treatment of breast cancer, thereby reducing
mortality, is at best highly questionable. In fact,
“the overwhelming majority of breast cancers
are unaffected by early detection, either becau-
se they are aggressive or slow growing” 24. There
is supportive evidence that the major variable
predicting survival is the so called “biological
determinism”, a combination of the virulence of
the individual tumor plus the host’s immune
response”, rather than just early detection 25.
Claims for the benefit of screening mammo-
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for breast self examination

A cross-sectional study of 130 women presenting for screening mammography was
conducted. All women were provided with a breast self administrated questionnaire
and all women were invited to provide a breast self-examination (BSE). All patients
under the study were split into two groups homogeneous for ages. In the first group
the women which made the BSE wearing a special glove  amplifying the hand sensi-
bility were included, in the second group women made the same examination with-
out any glove. The target of the study was to determine if an improved lump detec-
tion rate could be achieved. Collected data showed a significant difference for the
identification of breast lumps between the group wearing the amplifying detection
glove and the control group using the bare hand.
Among the second group 28 women failed to detect any existing lumps which were
instead detected in the first group. Patients found the glove easy to be used and stat-
ed that the fact of having it has greatly increased their awareness of the breast can-
cer prevention. By this it came out that the use of the amplifying glove increased the
hand sensibility towards breast lumps and therefore their ability to make an early
detection of breast lumps.

KEY WORDS: Breast self-examination, Early cancer detection
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can be increased by the use of Mammacare tech-
niques to enhance lump detection skills 33, 34,
and by the use of FDA-approved and non-pre-
scription thin and pliable lubricant-filled sensor
pads 35, 36. To determinate the relation between
different methods of BSE and actual existence
of breast lumps, the authors studied 130
patients at the University of Rome “Tor Vergata”
and at the Central Hospital of Viterbo, Italy from
October 1st 2006 to September 30th 2009. All
patients were trained by professional nurses to
do a good BSE using structured individual trai-
ning conformed to Italian Health Service sugge-
stions. 
The idea was to test if a medical device called
Donna Glove® (Figure 1) created to improve the
detection of breast lumps was effectively func-
tioning. An external layer of a Polyurethane-
Membrane makes the glove. Inside this mem-
brane a light mineral oil NF 18 is contained. All
components of the device are conformed to EC
Directives and FDA requirements as for 21 CFR
172.878 and 21 CFR 178.3620A.

m
aterials and methods

Our 130 women suspecting and/or
actually having detected breast lumps compo-
sed the panel of the study. The patients under
the study were split into two equal groups
(Table 1): 

graphy in reducing breast cancer mortality are
based on eight international controlled trials
involving about 500.000 women 26. However,
recent meta-analysis of these trials revealed that
only two, based on 66.000 postmenopausal
women, were adequately randomized to allow
statistically valid conclusions 26. Based on these
two trials, the authors concluded that “there is
no reliable evidence that screening decreases
breast cancer mortality- not even a tendency
towards an effect”. Accordingly, the authors
concluded that there is no longer any justifica-
tion for screening mammography; further evi-
dence for this conclusion will be detailed at the
May 6, 2001. Annual meeting of the National
Breast Cancer Coalition in Washington, D.C., and
published in the July report of the Nordic
Cochrane Centre. Even assuming that high qua-
lity screening of a population of women
between the ages of 50 and 69 would reduce
breast cancer mortality by up to 25 percent,
yielding a reduced relative risk of 0.75, the
chances of any individual woman benefiting are
remote 21, 27. For women in this age group,
about 4 percent are likely to develop breast can-
cer annually, about one in four of whom, or 1
percent overall, will die from this disease. Thus,
the 0.75 relative risks apply to this 1 percent, so
99.75 percent of the women screened are
unlikely to benefit. The fact that most breast
cancers are first recognized by women themsel-
ves was admitted in 1985 by the ACS, an
aggressive advocate of routine mammography
for all women over the age of 40: “We must
keep in mind the fact that at least 90 percent of
the women who develop breast carcinoma
discover the tumors themselves” 28. 
Furthermore, as previously shown, “training
increases reported breast self-examination fre-
quency, confidence, and the number of small
tumors found” 29. A pooled analysis of several
1993 studies showed that women who regu-
larly performed BSE detected their cancers
much earlier and with fewer positives nodes
and smaller tumors than women failing to exa-
mine themselves 30; BSE would also enhance
earlier detection of missed or interval cancers,
especially in pre-menopausal women 31. There
is a strong consensus that the effectiveness of
BSE critically depends on careful training by
skilled professionals, and that confidence in
BSE is enhanced with annual CBEs by an expe-
rienced professional using structured indivi-
dual training 32. The tactile sensitivity of BSE
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Figura 1.
Donna Glove®, medical device created to improve the detection of breast lumps.
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Group 1: the 65 patients of this group weared
the Donna Glove®, the medical device under
detection, a special glove designed to enhance
sensitivity of palpation. 
Group 2: the 65 patients of this group conti-
nued to make breast self-examinations (BSE)
with the bare hand. 
The target of the study was to determinate if
an improved lump detection rate could be
achieved.

r
esults

At a medium follow-up time of 18
months 83% of all patients had a re-occurrence
of lumps detected by mammography. These
were equally present in both groups (Table 2),
54 patients in each group had a recurrence of
lumps.

Group 1, had a 100% detection rate, all 54
positives were detected. 
Group 2, had a 48% detection rate and only 26
positives were detected while 28 failed to detect
any existing lump.
Since lumps can grow within a week, is highly
recommended that the women in such high-
risk groups have a BSE at least weekly. The
significant difference persisted after adjustment
for any combination of age, method of detec-
tion and family history of breast cancer. The
subsequent mammography confirmed these
percentages. The best reason for performing
monthly breast self-examinations is the fact that
90% of all lumps and just under half of all brea-
st cancers are actually discovered by women or

3
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by their partners. As with all tumors early
detection may lead to an early treatment and it
is the most important factor to reach a succes-
sful lumpectomy with preservation of the brea-
st. It is statistically estimated that one over nine
Italian women will probably develops a breast
cancer. Breast cancer is the most common mali-
gnancy cancer among Italian women and their
survival rates is strictly connected with early
detection. We adopted an easy to follow
modern breast self-examination education and
training using a 3 layers plastic glove containing
a light mineral oil, brand name Donna Glove®,
manufactured and supplied by the Italian com-
pany Poggio Fiorito srl. This device may increase
from 3 to 5 times the fingers sensitivity of the
user 37. 
A BSE (Figures 2, 3) should be performed on
each breast in a routine fashion to be sure that
no area is missed. To perform a BSE, a woman
should lie down and place her right arm behind
her head to begin examining her right breast. It
is not recommended to perform a BSE standing
up because the position does not allow the
breast tissue to spread evenly over the chest
wall. By lying down instead the tissue is spread
thinner and thus makes it easier to detect any
possible change. After the breast has been exa-
mined, it is important for a woman to also exa-
mine each underarm for any lumps or signs of
enlarged lymph nodes. This part of the exam
can be done while sitting or standing. Each arm
should be raised only slightly so that the tissue
is not tightened. 
For women who choose to perform monthly
breast self-examinations, it is important to do
the procedure regularly and become familiar
with their breasts. A woman who detects a
change or lump in the breast should contact her
physician if any of the following signs or symp-
toms develops:

development of a lump in the breast or
underarm area;
irregular thickening of the breast tissue;
swelling;
dimpling or puckering;
nipple pain;
nipple retraction (turning inward);
redness or scaliness of the nipple or breast;
discharge from the nipple (other than brea-
st milk).

Breast self-exam is an important part of a three-
steps procedure to screen for breast cancer. 

Groups System Used Number of patients

Group 1 Donna Glove® 65
Group 2 BSE with the bare hands 65

Total of patients 130

Table 1.
Subdivision by groups of the patients under the study.

Groups Recurrence of lumps Detection Rate Failed to Detect

Group 1 54/65 patients 100% 0%
Group 2 54/65 patients 48% 52%

Table 2.
Re-occurence of lumps detected by mammography.
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other words, the mammographic detection of
no palpable cancers failed to improve survival
rates, as “the majority of the small cancers
detected by mammography represent pseudo-
disease or over diagnosis” 40, 43, 44; confirmation
of this explanation awaits a trial, a protocol of
which is available, comparing mammography
alone with physical examination alone. It
should further be noted that the mammogram
group had a three-fold increase in the number
of false positives compared with the CBE and
BSE group, resulting in unnecessary biopsies.
The effectiveness of CBE is further supported by
the results of a new Japanese mass screening
study 41, 45, 46. Breast cancer mortality was compa-
red in municipalities with or without “high cove-
rage” by CBE. The age-adjusted breast cancer
mortality between 1986-1990 and 1991- 1995
was reduced by over 40 percent in “high covera-
ge” municipalities, in contrast to only 3 percent

This three steps procedure includes:
BSE;
CBE;
mammography and/or sonography (accor-
ding with the age of the patients).

At the end for the woman the most important
target is to report any changes in her breasts to
a physician.

C
onclusion

A cross-sectional study of 130 women
presenting for screening mammography was
conducted. All women were provided with a
self-administrated questionnaire. Data were col-
lected regarding socio-demographic informa-
tion, health care provider information, and
breast self-examination practices. We found a
significant difference between the group 1, wea-
ring the detection glove and the group 2 using
the bare hand, were 28 women failed to detect
any existing lump. The authors conclude that in
a population of potential breast cancer patients
the BSE wearing the detection glove (Donna
Glove®) is related to a greater number of earlier
detected lumps. In case of a malignant lump the
detection glove may improve the survival chan-
ces more than the BSE using bare hands.

D
iscussion

For some women, has been helpful to
be trained in the skill of BSE by health care pro-
fessionals, but for the majority of women, the
teaching aids produced by a self-explaining
brochure proved to be sufficient. They found
the glove easy to be used and stated that the fact
of having it has greatly increased their aware-
ness of the breast cancer prevention. It should
also be noted that the CBE performance by trai-
ned nurses had been shown to be as good as, if
not better than, that of the study surgeons 38, a
finding of particular interest in view of the
growing perception among women that profes-
sional women are more sensitive than men to
women’s health issues 39, 40. The results of this
study provide clear evidence on the reliability of
CBE, in association with BSE 41, 42: “In women
age 50-59 years, the addition of annual mam-
mography screening to physical examination
has no impact on breast cancer mortality.” In
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Figura 2.
Breast self examination (BSE) performed with Donna Glove®.

Figura 3.
Breast self examination (BSE) performed with Donna Glove®.
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in controls. In spite of such evidence, the ACS
and radiologists persist in their dismissiveness of
CBE and BSE, particularly as “a substitute for
screening practices that have a ‘proven’ benefit
such as mammograms” 36,47-49. The NCI no longer
prints a BSE guide in its breast cancer booklet,
claiming “no studies have clearly shown a bene-
fit of using BSE”; similarly, the ACS no longer
distributes information on BSE, such as shower-
hanger cards.
There are immediate needs for a large-scale
crash program for training nurses in how to
perform annual CBE and how to teach BSE.
This need is critical for underinsured and unin-
sured low-socioeconomic and ethnic women in
the United States, and even more so for develo-
ping countries. Once well trained, women of all
social and cultural classes could perform
monthly BSE, at no cost or risk apart from false
positives, which decrease with increasing prac-
tice, along with annual CBE screening. Clinics
offering CBE and training in BSE could be esta-
blished nationwide, and eventually worldwide,
in a network of clinics, community hospitals,
churches, synagogues, and mosques. These cli-
nics could also act as a comprehensive source of
reliable information on how to reduce the risks
of breast cancer, about which women still
remain largely uninformed by the cancer esta-
blishment 8, 50. Besides lifestyle and reproducti-
ve risk factors, emphasis should be directed to
the massive over prescription of carcinogenic
hormonal drugs and the avoidable and invo-
luntary exposures to petrochemical and radio
nuclear carcinogens in the totality of the envi-
ronment 42, 44.
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